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This  section  of  the  FEDERAL  REGISTER 
contains  regulatory  documents  having  general 
applicability  and  legal  effect,  most  of  which 
are  keyed  to  and  codified  in  the  Code  of 
Federal  Regulations,  which  is  published  under 
50  titles  pursuant  to  44  U.S.C.  1510. 

The  Code  of  Federal  Regulations  is  sold  by 
the  Superintendent  of  Documents.  Prices  of 
new  books  are  listed  in  the  first  FEDERAL 
REGISTER  issue  of  each  week. 


DEPARTMENT  OF  AGRICULTURE 
Agricultural  Marketing  Service 
7  CFR  Part  966 

[Doc.  No.  AMS-FV-1 2-0051;  FV1 2-966-1 
IR] 

Tomatoes  Grown  in  Florida;  Decreased 
Assessment  Rate 

agency:  Agricultural  Marketing  Service, 
IJSDA. 

ACTION:  Interim  rule  with  retiuesl  for 
comments. 

SUMMARY:  This  rule  (l(!cr(!ases  the 
assessment  rate  (istahlisluHl  for  the 
Florida  Tomato  (A)mmittee  (Committee) 
for  the  2012-13  and  suh.s(!(]U(!nt  fiscal 
])eriods  from  .SO. 037  to  .SO. 024  ])er  25- 
pound  carton  of  tomatoes  handled.  The 
Committee  locally  adminisfers  the 
marketing  order  which  regulates  the 
handling  of  tomatoes  grown  in  Florida. 
Asse.ssments  u])on  Florida  tomato 
handlers  are  usikI  hv  the  (Committee  to 
fund  reasonable  and  necessary  exj)enses 
of  the  program.  The  fiscal  jxjriod  Ixigins 
August  1  and  ends  )ulv  31.  The 
assessment  rate;  will  remain  in  effect 
indefinitely  unless  modified. 
susj)ended.  or  terminated. 

DATES:  Effective  Fehruarv  11, 2013. 
CxHiiments  received  hv  April  9.  2013, 
will  he  considered  prior  to  issuance  of 
a  final  rule. 

ADDRESSES:  Interested  pmsons  are 
invited  to  submit  written  comments 
concerning  this  rule,  (lommenis  must  he 
.sent  to  the  Docket  (llerk.  Marketing 
()rd(;r  and  Agnumient  Division.  Fruit 
and  Vegetable  Program,  AMS.  IISDA, 
1400  Imh'pendence  Avenue  S\V..  STOP 
0237.  Washington,  DC  20250-0237:  Fax: 
(202)  720-H938;  or  Internet:  hltp:// 
xnvw’.rnguldiions.gov.  (Comments  should 
reference  the  document  number  and  the 
date  and  pag(!  number  of  this  issue  of 
the  Federal  Register  and  will  lx; 
available  for  public  inspection  in  the 


Office  of  till!  Dock(!t  (lliiik  during  regular 
busine.ss  hours,  or  can  be  viewed  at: 
hit i)://\\’\\  \v. ions. ^lov.  All 
comments  submilfixl  in  res]X)nse  to  this 
rule  will  be  included  in  the  record  and 
will  be  made  available  to  the  puhlic. 
Please  be  advi.sed  that  the  identity  of  the 
individuals  or  entities  submitting  the 
comments  will  be  made  public  on  the 
Internet  at  the  address  provided  above. 
FOR  FURTHER  INFORMATION  CONTACT: 

(xirey  Elliott,  Marketing  Specialist  or 
(niristian  D.  Nissen,  Regional  Director, 
Southea.st  Marketing  Field  Office, 
Marketing  Order  and  Agreement 
Division,  Fruit  and  Vegetable  Program, 
AMS,  IJSDA;  Telephone:  (893)  324- 
3375,  I'ax:  (893)  325-8793,  or  Email: 
(A)ivy.ElIiott@aiiis.iis(i(i.}>o\'  or 
(ihristi(in.Nisson@aius.usd(i.gov. 

Small  businesses  may  reipiest 
information  on  complving  with  this 
regulation  by  contacting  I.aurel  May, 
Marketing  Order  and  Agreinnent 
Division,  Fruit  and  Vegetable  Program, 
AMS,  IJSDA,  1400  independem;e 
Avenue  S\V.,  STOP  0237,  Washington, 
DC  20250-0237;  Telephone:  (202)  720- 
2491,  Fax:  (202)  720-8938,  or  Email: 
L(nnvI.M(tv@anis.iis(l(i.<>ov. 

SUPPLEMENTARY  INFORMATION:  This  rule 
is  issued  under  Marketing  Agreement 
No.  125  and  Order  No.  ‘199,  both  as 
amended  (7  CFR  i)art  t)99).  regulating 
the  handling  of  tomatixis  grown  in 
Florida,  hiireinafter  referred  to  as  the 
“order."  The  order  is  effective  under  the 
Agricultural  Marketing  Agreement  Act 
of  1937,  as  amended  (7  U.S.C.  901-974). 
hereinafter  referred  to  as  the  "Act.” 

The  Department  of  Agriculture 
(IJSDA)  is  issuing  this  rule  in 
conformance  with  Executive  Order 
12899. 

This  rule  has  been  reviewed  under 
Executive  Order  12988,  (Jivil  justice 
Riiform.  Under  the  marketing  order  now 
in  effect,  Florida  tomato  handlers  ari! 
suhjiict  to  assessments.  hTiiuls  to 
administer  the  order  are  derived  from 
such  assessments.  It  is  intended  that  the 
a.ssessment  rate  as  issued  herein  will  hi! 
applicable  to  all  a.ssessable  Florida 
tomatoes  beginning  August  1, 2012,  and 
continue  until  amended,  suspended,  or 
terminated. 

The  Act  ])rovidi!.s  that  administrative 
proceedings  mu.st  he  exhausted  before 
parties  may  file  suit  in  court.  Under 
.section  908c(15)(A)  of  the  Act.  any 
handler  subject  to  an  order  may  file 
with  IJSDA  a  petition  stating  tliat  the 
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order,  any  jirovision  of  the  order,  or  any 
obligation  imposed  in  connection  with 
the  order  is  not  in  accordance  with  law 
and  request  a  modification  of  the  order 
or  to  be  exempted  therefrom.  Such 
handler  is  afforded  the  o])portunity  for 
a  hearing  on  the  petition.  After  the 
hearing.  IJSDA  would  rule  on  the 
|X!tition.  The  Act  provides  that  the 
district  court  of  the  United  States  in  any 
district  in  which  the  handler  is  an 
inhabitant,  or  has  his  or  her  princi])al 
place  of  busine.ss.  has  jurisdiction  to 
review  USDA’s  ruling  on  the  petition, 
provided  an  action  is  filed  not  later  than 
20  days  after  the  date  of  the  entry  of  the 
ruling. 

This  rule  decrea.ses  the  a.ssessment 
rate  established  for  the  (Jommittee  for 
the  2012-13  and  suhsequent  fiscal 
periods  from  SO. 037  j)er  25-])ound 
carton  to  S0.024  per  25-pound  carton  of 
Florida  tomatoes. 

The  Florida  tomato  marketing  order 
provides  authority  for  the  Uoinmittee, 
with  the  approval  of  U.SDA,  to  formulate 
an  annual  budget  of  expenses  and 
collect  as.sessments  from  handlers  to 
administer  the  ])rogram.  The  members 
of  the  Committee  are  producers  of 
hdoritla  tomatoes.  They  are  familiar  with 
the  (Jonnnittee's  needs  and  with  the 
costs  for  goods  and  services  in  their 
local  area  and  are  thus  in  a  iJosition  to 
formnlate  an  apjnopriate  budget  and 
assessment  rate.  The  assessment  rate  is 
formulated  and  di.scussed  in  a  j)uhlic. 
meeting.  Thus,  all  directly  affected 
]X!rsons  have  an  op])ortunity  to 
])articipate  and  provide  input. 

F’or  the  2011-12  and  subsequent  fiscal 
periods,  the  (Jommittee  recommended, 
and  IJSDA  approved,  an  a.sses.sment  rate 
that  would  continue  in  effect  from  fiscal 
period  to  fi.scal  period  unless  modified, 
suspended,  or  terminated  by  USDA 
upon  recommendation  and  information 
submitted  bv  the  Committee  or  other 
information  available  to  USDA. 

The  Committee  met  on  August  22, 
2012,  and  unanimously  recomuxiuded 
2012—13  ex])enditures  of  .$1 ,972,952  and 
an  assessment  rate  of  ,$0,024  per  25- 
]X)und  carton  of  tomatoes.  In 
comparison,  la.st  year's  hndgeted 
expenditures  were  $1,591,952.  The 
assessment  rate  of  $0,024  is  $0,013 
lower  than  the  rate  currently  in  effec.t. 
The  (Jommittee  recommended 
decreasing  the  assessment  rate  by  using 
additional  funds  from  rixserves  to  help 
reduce  overall  industry  costs. 
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IIk;  niajor  exponditiims 

maan,m.uiodlnMluK:onnnittoefc,rtho 

l.t  year  iiielud,;  S7r)(),(H)0  for 
educadon  and  jnoniotion.  .S4:t(i.;j72  for 

fo  ■  nlT' 

Ik.,,  ,„ni,  I,  ,, 

ill,  M, I!u,lg„„„|  „x|, Y,,,. 

, SIM.IIOd  iiml 
S4H. ()()(),  re,s))(>(;five|y 

The  ass,;ssnienf  rate  recoinniench:,]  l,v 
flu,  (.ojiiiniltee  was  derived  hv 
reviewing  anticipated  exjienses 
•shipments,  funds  from  block  grants 

income,  and  available  reserves 
1  londa  tomato  shijmients  for  the  vear 
are  estimated  at  .'h5  million  2r)-ponnd 
eartons  which  should  provide  SH4()  ()()() 
m  as.sessinent  income.  Income  derived 
roin  handler  assessments,  along  with 
iimds  from  the  Committee’s  authorized 
n  . serve,  interest  income,  and  funds  from 
I; '»:k  pints,  vvill  I,,,,,, I,,, 

iikIb„Ii,cI  i,xp,!nsBs.  F,iii,l.s  in  Iho 
nnminllv  ,$729,000)  ivill  I,.,  knpl  within' 
In.  mixnnum  p„nniltn,l  l,v  il,,,  nnlcrnf 
not  to  exceed  one  fiscal  jKiriod's 
expen.ses  as  authorized  in  ^5)88  44 
I  he  asse.ss„,ent  rate  e.stahlished  in 
tnis  Mile  will  continue  in  effect 
indefinitely  imle.ss  modified. 

■suspended,  or  terminated  by  IJSDA  ’ 

upon  recommendation  and  information  ■ 
•suhinitted  by  the  Committee  or  other  ’ 

avaiJalile  miormation  1 

Although  this  a.s.sessment  rate  is  i 

effective  for  an  indefinite  jjeriod.  the  f 
Committee  will  continue  to  meet  prior  ^ 
In  or  during  each  fi.scal  jieriod  to  a 

c.onsider  recommendations  for  r 

nine  ification  of  the  assessment  rate.  The  " 

•nv?  C-ninmiltee  meetings  '  I’ 

;i  c  available  from  the  Committee  or  si 
.SDA  Committee  meetings  are  ojien  to 
Ihc  inihhc  and  interested  iiersons  inav  n 

IkSDA  will  evaluate  Ciommittee  ai 

recommendations  and  other  available  ‘S( 

information  to  determine  whether  to 

modification  of  the  assessment  rate  is  re 

needeif.  hnrther  rulemaking  will  he  Si 

nndertaken  as  necessarv.  The  S(1 

Committee’s  201 2-1  ;i  budget  and  those  T1 
for  suhsecpient  fiscal  periods  will  he  lo' 


Initial  Regulatory  Flexibility  Analy.sis 
Fnrsuani  to  recpiireinents  set  forth  in 
he  Regulatory  Mexihility  Act  (KFA)  (.5 

M'l  '  ^Hrioiiltural 

Maiketing  Service  (AMS)  has 

oonsidered  the  economic  impact  of  this 

amJ?  Accordinglv, 

AMS  has  prepared  this  initial  regulatorv 
llexihihty  analvsis.  ■ 

The  purimse  of  the  KFA  is  to  fit 
regulatory  actions  to  the  scale  of 


111.'  Ih'iTs.wPI I'l'll'l- 

ha  small  hu.sine.s.ses  will  not  he  nndnlv 

or  disproportionately  burdened. 

Marketing  orders  i.ssiied  pursuant  to  the 

,  "  A^Tmidthernlesi.ssuechhereuncler  are 
01  lliiough  group  action  of  e.ssentiallv 

behalf'"’*'"'' 

•>v  nf  I  '""‘I  «()  handlers 

1  tomatoes  m  the  production  area  and 
<  pproximately  l()0  producers  subject  to 
-gn  ation  under  the  marketing  onler. 
s.  Vp'  service  firms  are 

defined  by  the  Small  Busine.ss 
Administration  (S13A)  as  those  whose 
;'mmHl  receipts  are  less  than  S7.()()().()o„ 

,  and  small  agricultural  producers  are 
(lofined  a.s  those  having  annual  receipts 

j  Ilian  S75().()(J()  (18  CFR  121.201) 

Ila.sed  on  industry  and  Committee 
data,  he  average  annual  price  for  fresh 

01  Ida  tomatoes  during  the  2011-12 

season  was  approximatelv  S8.82  per  2'5- 
f  Iiound  container,  and  total  fresh 

■sliiinnents  for  the  2011-12  season  were 
approximately  .'18,1 7.'5,:i8;i  2.-5-pound 
(:artons  of  tomatoes.  C.'ommittee  data 
indicates  that  approximatelv  21  percent 
o  the  handler.s  handle  00  porcent  of  the  ' 

l‘'lal  volume  .shipped.  11a, sed  on  the 
avei age  price,  about  80  percent  of  ' 

handlers  could  he  considered  .small  ‘ 

lm.sine.s.ses  umler  SIlA’s  definition.  In  ' 
addition,  ha.sed  on  jiroduclion  data,  ^ 

glower  prices  a.s  rejiorted  hv  the  ^ 

National  Agricultural  Stati.stics  Service  ^ 

and  the  total  miinher  of  Florida  tomato ' 
glowers,  the  average  annual  grower 

I'evenue  IS  below  S7.'50.000.  Thus  the 

,  ma)ority  of  handler.s  and  produces  of  ! 
Moi  ida  tomatoes  mav  he  cla.ssified  a.s 
small  entities.  '  ni 

This  rule  decreases  the  a.sse.ssinent 
rate  estahlished  for  the  Ciommittee  and 
o  ec.ted  from  handhirs  for  the  201 2-1  i 

SO  n'^7  '  r’f 

•  .  .  7  to  S0.024  per  2.5-pound  carton  of 

tomatoes.  The  Committee  unanimouslv  of 

recm«  of 

I)  rate  of 

M  .024  per  2.5-pound  carton  of  tomatoes,  he 
rhe  a.sse.s.sment  rate  of  S0.024  is  .SO.Oi  ;i 

Wr  than  the  2011-12  rate.  The 

,^";ninitt,uire(:oinniended  decreasing  ,) 

fund^h-'"""'"'  additional  the 

Innd.s  fioin  reserves  to  help  reduce  , 

ovorall  imlustry  costs.  The  cp.antitv  of  ton 
a.ssc.ssdhle  tomatoes  for  the  201 2-1  '1 

.soa.son  IS  e.stimated  at  :i.5  million  '  p 

(.aitons.  1  hns.  the  .S0.024  rate  should  del 

provide  .S840,000.  in  as.sessinent  ('o 

nu.ome.  Income  derived  from  handler  201 

as.se.s.sments.  along  with  funds  from  the  all  i 
C.onnnittee  .s  authorized  re.serve.  interest  ihh 

;"^>^^a^cl  funds  fninihhK 

oxpem^xs  -suh 


Mar  'fhe  major  exiKmditures 
Inly  ;;;^:‘HanKMKleclhytlieCominitteefc.rthe 
iU  .''aar  niclnde  .$7.50.000  for 

tile  education  and  promotion.  .S4;i8.;i72  for 
im,  snl„r,,,s,  ,$2,';o.o,«l  for  r„,s, 

.  III  ilsilr,,,,,;,,.  l!u,lB„l,„|„x|.„n;„.s  for 

M4(,.,t72,  S2.>{1.(J0(|.  ,$04.(19(1 1||„| 

rs  $48,000.  resjiectivelv. 

d  'I’lia  Committee  reviewed  and 
to  nnannnously  recommended  2012-1  1 
axpenditures  of  $1 .872,9.52.  Prior  to' 
arriving  at  this  budget,  the  Committee 
(onsidered  information  from  various 
sources,  such  a.s  the  Committee’s 
)0  hxecutive  Suheommittee.  Finance 
Suheommittee.  and  Education  and 
ts  loinotion  Subcommittee.  Alternative 
expenditure  levels  were  discii.ssed  hv 
lesc  gi  onps.  I  he  assessment  rate 
,  rec„„,„umded  by  the  Committee  was 
•lorivcl  li,vr„vi„vvi„B,m,K:ina„!,| 
ox])en.se.s  and  shipments  of  Florida 
tomatoes,  expected  funds  from  block 
.  giants,  interest  income,  and  available 
reserves.  Idorida  tomato  shipments  for 
he  year  are  e.stimated  at  .'1.5  million  2.5- 

*  £0  ono'-'""' 

.$840,000  in  a.sse.ssinent  income. 

Assessments,  along  with  funds  from 

oloi.k  grants  and  interest  income,  will  h(> 

apjn-oximately  .$42.9.52  le.ss  than  the 

anticipated  expen.ses.  which  the 

iinds  from  fhe  Committee’s  financial 
ro-serve  willhe  u.sed  to  make  up  tlui 
shortfall  in  revenue. 

A  review  of  historical  information  and 
rchnunary  information  ]iertaining  to 
he  upcoming  crop  year  indicates  that 
the  power  jirice  for  fhe  201 2-1  ;i  season 
(-c)uld  lange  between  $8.88  and  $12  09 
per  2.5-pound  carton  of  tomatoes. 

Ihereforp  the  e.stimated  as.ses.smenf 
revenue  for  the  2012-18  crop  vear  a.s  a 
l»irce„tage  of  total  grower  nwenue 
(.oil  d  range  between  .2  and  .7  percent 

ohhom’*""""  a.s.se.s,smeiit 

(pligation  imposed  on  handlers. 

A.s.sp.s.sment.s  are  ajiplied  uniformlv  on 
all  handlers,  and  some  of  the  costs  mav 
he  passed  on  to  producers.  However.  ‘ 

( (preasing  the  assessment  rate  reduces 
l  i.  burden  on  handlers,  and  mav  reduce 
h(.  burden  on  producers.  In  additim, 
he  C(..iunittee’.s  meeting  was  widelv 
publicized  throughout  the  Florida  ‘ 
loiiiato  mdu.stry  and  all  interested 
pensons  were  invited  to  attend  fhe 
iiiiielnig  and  participate  in  Committee 
deliberations  on  all  i.ssues.  Like  all 
Conmntfee  ineeting.s.  the  August  22. 

2  12.  meeting  was  a  public  meeting  and 
a  I  entities,  both  large  and  small,  were 
a^lile  to  exjire.ss  views  on  this  i.ssue. 

•iiially,  interested  persons  are  invited  to 
•Mil  nut  comments  on  this  interim  rule 
including  the  regulatory  and 
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inibrniational  impacts  of  this  action  on 
small  businesses. 

In  accordance  with  the  Paperwork 
R(!(hiction  Act  ol  innii,  (44  ll.S.Ci. 
chapter  Il.'j).  the  order's  information 
collection  recpiirements  have  been 
previously  a])])roved  by  the  Office  of 
Management  and  15udg(!t  (OMH)  and 
a.ssigned  OMB  No.  ().')81-0178  Vegetable 
and  Specialty  Orops.  No  changes  in 
those  re(|iiir(anent.s  as  a  result  of  this 
action  are  neciJssarv.  Should  any 
changes  become  neces.sarv,  they  would 
he  suhmittiul  to  OMB  for  a])])roval. 

This  action  imposes  no  additional 
reporting  or  njcordkeeping  retpurements 
on  either  small  or  large  Florida  tomato 
handlers.  As  with  all  Federal  marketing 
order  programs,  reports  and  forms  are 
p(?riodicallv  reviewed  to  reduce 
information  nKpurements  and 
duplication  by  industry  and  public 
.s(H;tor  agencies. 

AMS  is  committed  to  complying  with 
the  K-Ciovernment  Act.  to  promote  the 
us(;  of  the  Internet  and  other 
information  technologies  to  ])rovide 
increa.sed  opportunities  for  citizen 
acce.ss  to  (iov(;rnment  information  and 
services,  and  for  other  i)urpo.s(;s. 

USDA  has  not  ichmtified  any  relevant 
Federal  rules  that  duplicat(!.  overlap,  or 
coidlict  with  this  rnh;. 

A  small  business  guide  on  complving 
with  fruit,  vegetable,  and  specialtv  crop 
marketing  agrecmients  and  ordcjrs  mav 
he  viewful  at:  \\  \v\\'.(inisAisd(i.<’()\'/ 

Market  in<>()r(l(;rsSn}(illI}usin(;ss(hii(i(!. 
Any  (piestions  about  tin;  com])lianc(! 
guide  should  he  sent  to  Laurel  Mav  at 
th(!  previously-mentioned  address  in  the 
FOR  FURTHER  INFORMATION  CONTACT 
section. 

After  consideration  of  all  relevant 
material  jjre.sented.  including  the 
information  and  recommendation 
.submitted  by  the  Committee  and  other 
available  information,  it  is  hereby  found 
that  this  rule,  as  hereinafter  set  forth, 
will  tend  to  effectuate  the  declared 
policy  of  the  Act. 

Pursuant  to  .I  IJ.S.C].  it  is  al.so 
found  and  determined  upon  good  cause 
that  it  is  impracticable,  unneces.sarv, 
and  contrary  to  the  public  interest  to 
give  j)reliminary  notice  ])rior  to  i)utting 
this  rule  into  effect,  and  that  good  cau.se 
exists  for  not  i)ostpoiung  the  effective 
date  of  this  ride  until  30  davs  after 
jnihlication  in  the  Federal  Register 
iiecaiise:  (1)  The  2012—13  fi.scal  period 
began  on  August  1. 2012.  and  the 
marketing  order  reciuires  that  the  rate  of 
assessment  for  each  fi.scal  period  applv 
to  all  a.sses.sahle  Florida  tomatoes 
handled  during  such  fi.scal  period:  (2) 
this  action  decrea.ses  the  asse.ssment  rate 
for  assessable  Florida  tomatoes 
beginning  with  the  2012-13  fi.si:al 


period:  (3)  handlers  are  aware  of  this 
action  which  was  unanimously 
recommended  by  the  Committee  at  a 
public  meeting  and  is  similar  to  other 
a.ssessment  rate  actions  issued  in  past 
years;  and  (4)  this  interim  rule  jirovides 
a  OO-day  comment  period,  and  all 
comments  timely  received  will  he 
considered  prior  to  finalization  of  this 
rule. 

List  of  Subjects  in  7  (T'R  Part  !M>(i 

Marketing  agreements.  Reporting  and 
recordkeejiing  re(|uirements.  Tomatoes. 

For  the  reasons  .set  forth  in  the 
])reaml)le,  7  CFR  part  000  is  amended  as 
follows: 

PART  966— TOMATOES  GROWN  IN 
FLORIDA 

■  1 .  The  authority  citation  for  7  CFR 
|)art  00()  continues  to  read  as  follows: 

Aulhoritv:  7  l)..S.(:.  001-074. 

■  2.  .Section  0()0.234  is  revi.sed  to  read 
as  follows: 

§966.234  Assessment  rate. 

On  and  after  August  1. 2012.  an 
a.ssessment  rate  of  .$0,024  per  2.')-j)oinul 
carton  is  e.stahlished  for  Florida 
tomatoes. 

Haled;  Mdiniarv  4.  2013. 

David  K.  Sliipman, 

Adininislralor.  Ai’iiciilliiral  M(irk(!liii>i 
Srrriro. 
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DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14  CFR  Part  39 

[Docket  No.  FAA-201 2-0746;  Directorate 
Identifier  2008-SW-035-AD;  Amendment 
39-17337;  AD  2013-03-031 

RIN  2120-AA64 

Airworthiness  Directives;  MD 
Helicopters,  Inc.,  Helicopters 

agency:  Federal  Aviation 
Administration  (FAA).  DOT. 

ACTION:  Final  ride. 

SUMMARY:  We  are  adopting  a  new 
airworthiness  directive  (All)  for  MD 
Helicopters.  Inc.  (MDHl)  Model  .'lOON. 
BOON  and  MDhOO  helicopters  to  re(]nire 
determining  the  cure  dale  for  each 
NOTAR  fan  blade  tension-torsion  .straj) 
(T-T  strap),  establishing  a  calendar-time 
retirement  life  for  certain  T— T  straps, 
reducing  the  retirement  life  of  certain 
T-T  strajis.  marking  each  T-T  strap 
with  the  exjnralion  date,  creating  a 


component  record  card  for  each  T— T 
.strap,  and  revising  the  airworthine.ss 
limitations  section  of  the  maintenance 
manual  to  rellec.t  the  changes  to  the 
retirement  life.  This  AD  was  jirompled 
by  a  report  from  the  T-T  strap 
mannfactiirer  that,  over  a  period  of  lime, 
moisture  may  reduce  the  strength  of  a 
T-T  strap.  The  actions  are  intended  to 
prevent  failure  of  a  T-T  strap,  loss  of 
directional  control  and  siih.seqiient  loss 
of  control  of  the  helicojiter. 

DATES:  This  AD  is  effective  March  l.'j, 
2013. 

ADDRESSES:  For  service  information 
identified  in  this  AD,  contact  MD 
Helicopters.  Inc.,  Attn:  (Customer 
Support  Division.  4.'j55  E.  McDowell 
Rd..  Mail  Stop  MOl.'j.  Mesa.  Arizona 
8.'i21.'i-9734.  telephone  1-800-388- 
3378.  fax  480-34(>-()81 3.  or  on  the  weh 
at  hUpJ/www.iadhelicopters.coia.  You 
may  review  a  copy  of  the  referenced 
.service  information  at  the  FAA,  Office 
of  the  Regional  Coim.sel,  Southwest 
Region.  2001  Meacham  Blvd..  Room 
003,  Fort  Worth  Texas  70137. 

Examining  the  Al)  Docket 

You  may  examine  the  AD  docket  on 
the  Internet  at  http:// 
www'.ragiilations.gov  or  in  iierson  at  the 
Docket  ()])eration.s  Office  between  0 
a.m.  and  .$  p.m.,  Monday  through 
Friday,  except  Federal  holidays.  The  AD 
docket  contains  this  AD,  any 
incorporated-hy-reference  service 
information,  the  economic  evaluation, 
any  comments  received,  and  other 
information.  The  street  address  for  the 
Docket  Oiierations  Office  (phone:  800- 
047— .$.'>27)  is  II. S.  Dejiartment  of 
Transportation.  Docket  Operations 
Office.  M-30.  West  Building  Ground 
Floor.  Room  W12-140,  1200  New  Jersey 
Avenue  SE.,  Washington,  DC]  20.'500. 

FOR  FURTHER  INFORMATION  CONTACT:  John 
Cecil,  Aviation  Safety  Engineer,  Los 
Angeles  Aircraft  Certification  Office. 
Trans]iort  Air|)lane  Directorate,  FAA. 
3000  Faramount  Blvd.,  Lakewood. 
California  90712;  telejihone  (.$02)  027- 
.$228;  email  john.ceciI@laa.gov. 
SUPPLEMENTARY  INFORMATION: 

Discussion 

On  )idy  19,  2012,  at  77  FR  424.$9,  the 
Federal  Register  published  our  notice  of 
propo.sed  rulemaking  (NFRM),  which 
pro|)osed  to  amend  14  CFR  jiart  39  to 
include  an  AD  that  would  :i))])ly  to 
MDHI  Model  .$00N  and  OOON 
helico])ters  with  a  NOTAR  fan  blade  T- 
T  stra])  part  niimher  (F/N)  .$00N.$31 1-,$ 
and  MDHl  Model  MDtIOO  helicopters 
with  a  T-T  stra]),  F/N  .$00N.$31 1-.$,  F/ 

N  900R3442009-101, F/N 
?K)0R3442009-103,  or  F/N 
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()()()R()442()()9-1()3.  That  NORM 
j)ropos(!(l  to  re(iiiir{:  determining  the 
cuni  date  tor  each  T— T  stra]), 
establishing  a  calendar-time  retirement 
Hie  for  certain  T-T  straps,  reducing  the 
retirement  life  of  certain  T-T  strajjs, 
marking  each  T— T  strap  with  the 
exi)iration  date,  creating  a  comj)onent 
njcord  card  for  (uich  T-T  strap,  and 
revising  the  airworthine.ss  limitations 
.section  of  tin;  maintenance  manual  to 
ndlect  the  changes  to  the  retirement  life. 
This  AD  was  prom])ted  hy  information 
from  the  T-'F  straj)  manufacturer 
indicating  that,  over  time,  the  T-T 
.straps  can  absorb  moisture,  which  can 
weaken  the  T-T  strap  and  cause  it  to 
fail.  The  projjosed  recpiirements  were 
intended  to  ])revent  failure  of  a  T-T 
strap,  loss  of  directional  control  and 
suhsequent  loss  of  control  of  the 
helicopter. 

(lommenis 

VVe  gave;  the  juihlic  the  opportimitv  to 
])articipate  in  develo])ing  this  AD.  but 
we  received  no  comments  on  tlu;  NFRM 
(77  FR  424.'59,  July  It),  2012). 

FAA’s  Determination 

We  have  reviewed  the  relevant 
information  and  determined  that  an 
un.safe  condition  exists  ami  is  likely  to 
ijxist  or  develop  on  other  jiroducts  of 
these  same  type  designs  and  that  air 
safety  and  tlu;  ])ul)lic  interest  nKpiin; 
adopting  the  AD  recinirmnents  as 
])roi)o.sed. 

Related  Service  Information 

We  have  reviewed  one  MDIII  .service 
bulletin,  which  contains  two  service 
bulletin  numbers,  SB.'50()N-029R8, 
applicable  to  MDHl  Model  .'jOON 
helicopters;  and  SB00()N-040R8. 
applicable  to  MDHl  Model  (iOON 
ludicojiters,  dated  July  9.  2008.  We  have 
also  reviewed  MDHl  SB900-107R1, 
dat(;d  March  14,  2008,  applicable  to 
MDHl  Model  MD90t)  helico])ter.s.  The 
scnvice  bulletins  describe  procedures  for 
establishing  a  retirement  life  for  each 
affected  T-T  stra])  by  determining  the 
manufacturer’s  cure  date  and  marking 
the  T-T  stra])  with  an  ex])iration  date: 
creating  a  ct)m])onent  record  card  for 
each  affected  T-T  stra]);  re])lacing  T-T 
.stra]).s  that  have  been  in  service  beyond 
their  revised  life  limit;  and  recording 
com])liance  with  the  service  information 
in  the  Rotorcraft  Log  Book. 

Differenc:es  Between  This  AD  anil  the 
Service  Information 

This  AD  differs  from  the  ])reviou.sly 
described  service  bulletins  as  follows: 

•  This  AD  contains  recjuirements  for 
T-T  .stra])s  that  are  in.stalled  or  will  he 


installed  on  the  affected  helico])ters,  hut 
does  not  addre.ss  a  ])art  that  is  in  storage. 

•  F’or  a  F- T  stra])  with  five  or  more 
calendar  years  from  the  manufacturer’s 
cure  date,  this  AD  rec]uires,  before 
further  flight,  re])lacing  the  'F— T  stra]) 
with  an  airworthy  T-T  stra]).  'Fhe 
service  bulletins  s])ecifv  the  'F-'F  stra]) 
to  be  re])laced  within  six,  12,  or  24 
months,  de])ending  on  the 
manufacturing  cure  date. 

•  'Fhe  service  bulletins  s])ecifv 
sending  removed  ])art.s  to  the 
manufacturer.  'Fhis  AD  does  not  re(]uire 
such  action. 

•  This  AD  re(]uires  reducing  the  life 
limit  for  any  T— 'F  .stra]),  B/N  .')()()N.')81 1- 
.'),  to  2.')()()  hours  'FIS  if  the  T-T  stra])  has 
been  in.stalled  on  a  MDHl  Model  MD9()() 
helico])ter. 

(^osts  of  (Compliance 

We  estimate  that  this  AD  will  affect 
111  helico])ter.s  of  IJ.S.  Registry, 
including  78  helico]>ter.s  in  the 
combined  MDHl  Model  .'lOON  and  MDHl 
Model  BOON  Heel,  and  88  MDHl  Model 
MD‘)()()  helico])ters.  Determining  the 
manufacturer’s  cure  date,  the  ex])iration 
date,  marking  an  ex])iration  date  on  the 
'F-'F  stra]),  creating  the  com])onent 
record  card,  revising  the  a])])lical)le 
airworthiness  limitations  section  of  the 
maintenance  manual,  and  re-installing 
the  'F-'F  stra])  will  take  about  40  work- 
hours  ])er  helico])ter  for  Model  .BOON 
and  Model  BOON  helico])ter.s.  and  82 
work-hours  ])er  helico])ter  for  Model 
MD900  helico])ter.s.  at  an  average  labor 
rate  of  SB.B  ])er  work-hour.  Recjuired 
])art.s  will  cost  about  .Si, 840  ])er 'F-'F 
stra]).  Based  on  the.se  figures,  the  total 
co.st  im])act  of  the  AD  on  H.S.  oj)erator.s 
will  he  about  S.')48,180  for  the  entire 
lleet,  assuming  all  F-T  stra]).s  will  he 
marked,  and  assuming  11  helicopters 
will  need  T-T  .straps  re])laced  (18  T-T 
.stra]).s  ])er  helico])ter). 

Authority  for  This  Rulemaking 

'Fitle  49  of  the  United  .States  Code 
.sj)ecifie.s  the  FAA’s  authority  to  i.ssue 
rules  on  aviation  safety.  .Subtitle  I, 
section  lOB,  describes  the  authority  of 
the  FAA  Administrator.  .Subtitle  Vll; 
Aviation  Brograms.  describes  in  more 
detail  the  .sco])e  of  the  Agency’s 
authority. 

We  are  i.ssuing  this  rulemaking  under 
the  authority  described  in  .Subtitle  VII. 
Bart  A,  .Sul)])art  HI.  Section  44701: 
“Ceneral  re{]uirement.s.”  Under  that 
.section.  Congress  charges  the  FAA  with 
])romoting  safe  flight  of  civil  aircraft  in 
air  commerce  by  ])re.scril)ing  regulations 
for  ])ractice.s,  methods,  and  ])rocedure.s 
the  Administrator  finds  necessarv  for 
safety  in  air  commerce.  'Fhis  regulation 
is  within  the  .sco])e  of  that  authority 


because  it  addresses  an  un.safe  condition 
that  is  likelv  to  exist  or  develop  on 
j)roducts  identified  in  this  rulemaking 
action. 

Regulatory  Findings 

'Fhis  AD  will  not  have  federalism 
im])lications  under  Executive  Order 
181.82.  'Fhis  AD  will  not  have  a 
substantial  direct  effect  on  the  .States,  on 
the  relationship  between  the  national 
government  and  the  States,  or  on  the 
distribution  of  ])ower  and 
res])on.sil)ilities  among  the  various 
levels  of  government. 

For  the  reasons  discus.sed  above,  I 
certify  that  this  AD: 

(1)  Is  not  a  “significant  regulatory 
action”  under  Executive  Order  128BB: 

(2)  Is  not  a  “significant  rule”  under 
DO'F  Regulatorv  Bolicies  and  Brocedures 
(44  FR  11084,  February  2B,  1979): 

(8)  Will  not  affect  intrastate  aviation 
in  Ala.ska  to  the  extent  that  it  justifies 
making  a  regulatorv  di.stinction;  and 
(4)  Will  not  have  a  significant 
economic  im])act,  ])ositive  or  negative, 
on  a  substantial  number  of  sniall  entities 
under  the  criteria  of  the  Regulatorv 
Flexihilitv  Act. 

We  ])re])ared  an  economic  evaluation 
of  the  estimated  costs  to  com])ly  with 
this  AD  and  ])laced  it  in  the  AD  docket. 

List  of  Subjects  in  14  OFR  Bart  89 

Air  tran.s])ortation.  Aircraft,  Aviation 
.safety,  lncor])oration  by  reference. 
Safety. 

Adoption  of  the  Amendment 

Accordingly,  under  the  authority 
delegated  to  me  by  the  Administrator, 
the  FAA  amends  14  UFR  ])art  89  as 
follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

■  1 .  Fhe  authority  citation  for  part  89 
continues  to  read  as  follows: 

Authority:  49  IL.S.C.  l()(i(g).  401  It),  44701. 

§39.13  [Amended] 

■  2.  'Fhe  FAA  amends  §  89.1 8  by  adding 
the  following  new  airworthiness 
directive  (AD): 

2013-03-0:i  Ml)  Helicopters,  Inc.  (MDIII): 
Amendment  :)9-1 78:17;  Docket  No. 
FAA-201 2-0740:  Directorate  Identifier 
2008-.S\V-08."i-AD. 

(a)  Applicability 

MDIII  Model  .BOON  and  BOON  helicopters, 
with  a  NO'F.AK  fan  blade  tension-torsion 
stra])  (T-’F  stra])).  part  mmd)er  (B/N) 
.B00N.B811-.B;  and  MDIII  Model  MD900 
helicoj)lers.  with  a  T-T  straj),  B/N 
.B00N.B81  l-.B.  B/N  900R3442009-101 .  B/N 
900K8442009-103. or  B/N  900R0442009- 
108;  c:ertilicaled  in  anv  category. 
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(li)  llnsai'n  (.onclition 

This  .MD  (Idfinos  Iho  unsalo  condition  as  a 
(i(!c^(^as(^  ov(?r  linic.  in  tin;  stnaii’tli  ol  a  T- 
T  strap  cans(ui  l)y  nioistnro.  Tliis  condition 
coidd  result  in  lailnrc  of  a  T-T  strap,  loss  of 
directional  control,  and  snhs(U|n(ail  loss  of 
control  ol  the  helico])t(!r. 

(c)  Kllec.live  Date 

This  Al)  becomes  ellectivi!  March  15.  2015. 

(d)  ('.ompliaiic:e 

You  art!  responsibh;  lor  j)errorininf>  (;ach 
action  re(|nir<!d  hy  this  AD  w  ithin  the 
speciti(ul  compliance  time  nnh^ss  it  has 
alrisulv  been  accomplished  jjrior  to  that  tiim;. 

(e)  Required  Aidiuns 

(1)  Within  six  months,  determine  the 
manulacturer's  cure  date  ol  eaidi  ol  the  15  T- 
r  straps. 

(1)  For  a  T-T  strap  with  live  or  more 
calendar  ytmrs  Iroin  the  inamdacturer’s  cun; 
dati!.  heddre  lurther  lli«ht.  rejilace  the  T-T 
stra])  with  an  airworthv  T-T  strap. 

(ii)  I’or  a  T-T  strap  with  hiss  than  live 
cahmdar  ycsirs  Irom  the  manufactnnir's  cure 
dati!.  mark  the  expiration  dat(!  on  the  T-T 
strap  lace  in  ])(!rniam;nt  ink. 

(2)  Th(!reatt(!r.  l)(ddr«!  installin'’  a  T-T  strap, 
mark  the  ex]»iration  date;  on  the  T-T  stra|) 
using  permanent  ink.  The  (;xpiration  date  is 
iiv(!  yciars  trom  the  date;  tlu;  T- 1'  strap 
package  was  opened,  or  it  that  date;  was  not 
reconhul.  live  y(!ars  Irom  tht;  manulacturer's 
cur(!  dati;. 

(5)  On  or  h(;ror(;  tin;  date  you  comply  with 
paragra|)h  (e)(1)  or  (e)(2)  ol  this  Al).  create  a 
com])onent  record  card  lor  each  T-T  straj) 
and  record  on  llu;  card  the  manuractur(;r  s 
cure  dati;  or  the  date  that  the  T-T  straj) 
jiackage  was  ojiened.  il  that  date  was 
recorded  jnevioiisly.  and  the  T-  T  straj) 
exj)iration  date. 

(4)  Revise  the  Airworthiness  Limitations 
section  ol  the  maintenance  manual  hv 
establishing; 

(i)  A  calendar  lile  limit  lor  the  T-T  straj)s. 
IVN  500N5;ni-5.  <)()()K:14420()')-1()1. 
‘)0()K34421)l)!t-l():{.  and  <)()0R()4420()!)-1  ():i  of 
ri\’e  years  Irom  the  date  the  T-'r  straj) 
j)ackage  was  i)j)ened.  or  if  that  date  was  not 
n;ci)rded.  live  years  from  the  manufacturer's 
cure  date. 

(ii)  A  2.501)  hour  time-in-service  ( I'lS)  life 
limit  for  any  T-  T  straj)s.  IVN  5()0N5:i1 1-5, 
installed  on  a  Model  5()I)N  or  Model  (iOON 
helicoj)ter  that  was  j)re\  iously  installed  on  a 
Model  M1)!)0I)  helicoj)ti;r. 

Note  to  j)aragraj)h  (e)  of  this  AD:  For  the 
MDHl  Model  M1)!)()0  helicoj)ters,  AD  2001)- 
1«-01  (71  FR  51005.  August  20,  2000) 
contains  additional  I'lS  life  limits  for  T-T 
straj)s.  IVN  000K:i44200<)-l  05  and  IVN 
000Rt)44200!)-105  and  additional  insj)i;ction 
ii;ijuirements  for  all  four  affected  T-T  straj)s. 
IVN  500N5511-5.  IVN  0OOK5442OOO-1O1 .  IV 
N  000R5442000-105.  and IVN  000K0442000- 
105. 

(1)  Alternative  Methods  of  (iomj)liance 
(AMOCs) 

(1)  The  Manager.  Los  Angeles  Aircraft 
C.ertification  Office.  FA.A.  may  aj)j)rove 
AMOOs  for  this  AD.  Send  vour  j)roj)osal  to: 
)ohn  (’.ecil.  Aviation  Safety  Engineer.  Los 


Angeles  Airc.raft  C.ertific.alion  Office, 

Transj)ort  Airj)lane  Directorate,  FAA.  5!)00 
Faramount  blviL.  Lakewood.  (California 
00712;  telej)hone  (502)  027-5228;  email 
i()hn.C(!(:il@f(i(i.f‘()V. 

(2)  For  oj)i;rations  conducted  under  a  14 
OFR  j)art  110  oj)erating  certificate  or  under 
14  OFR  j)art  ‘)1.  suhj)art  K,  we  suggest  that 
vou  notifv  your  j)rincij)al  insj)ector.  or 
lacking  a  j)rincij)al  insj)ector.  the  manager  of 
the  local  flight  standards  district  office  or 
certificate  holding  district  office  before 
oj)erating  any  airc.raft  i:omj)iying  with  this 
AD  through  an  AMO(C. 

(g)  Additional  Information 

MDlll  has  issued  one  service  bulletin  with 
two  mmd)ers.  S155()ON-O20R5  for  the  Model 
500N  helicoj)ters,  and  .SH000N-040R5  for  the 
Model  OOON  helicoj)ters.  dated  )uly  0.  2008. 
MDlll  has  also  issued  Sb000-107lh,  dated 
March  14.  2008.  for  the  Model  MD!)()0 
helicoj)ters.  These  .service  hulletins,  which 
are  not  inci)rj)orated  hv  reference,  contain 
information  related  to  the  subject  of  this  AD. 
For  service  information  identified  in  this  AD, 
contact  Ml)  Helicoj)ti;rs,  Im:..  Attn;  (Customer 
.Suj)j)ort  Division,  4555  E.  McDowell  RiL, 

Mail  Stoj)  M()15,  Mesa.  Arizona  85215-‘)754. 
telej)hom;  1-800-588-5578.  fax  480-540- 
0815.  or  on  the  weh  at  htip:// 
n  n  w.nulliolicoptai's.coni.  You  may  review  a 
coj)y  of  this  .service  information  at  the  FAA. 
Office  of  the  Regional  (Counsel.  Southwest 
Region.  2001  Meacham  blviL.  Room  005.  Fort 
Worth.  Texas  70157. 

(h)  Subject 

joint  Aircraft  Service  (Comj)onent  ()AS(C) 
(Code:  0410,  Tail  rotor  blades. 

Issued  in  Fort  Worth.  Texas,  on  |anuarv  2!). 
2015. 

Lance  'i'.  (Caul, 

Actini’  Diivctamlv  Man(ip,ci\  liolorcra  fl 
Dircctoidla,  Aircnifl  (Aulification  Sarvict'. 
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DEPARTMENT  OF  LABOR 

Occupational  Safety  and  Health 
Administration 

29  CFR  Parts  1910, 1915,  and  1926 

[Docket  No.  OSHA-H022K-2006-0062 
(formerly  Docket  No.  H022K)] 

RIN  1218-AC20 

Hazard  Communication;  Corrections 
and  Technical  Amendment 

agency:  ()i:(:u])alional  Safolv  and  Hijallli 
Ailinini.stration  (O.SHA).  IX)L. 
action:  Final  rulo:  corruction  and 
toclinical  amendment. 


SUMMARY:  OSH  A  i.s  correcting  it.s 
regiilation.s  that  were  amended  by  the 
Hazard  (Communication  Standard  llnal 
rule,  piihlished  in  the  Federal  Register 
on  March  28,  2012.  The  majority  of  the 


corrections  are  to  references 
inadvertently  missed  in  the  original 
])ublication  of  the  final  rule.  Other 
corrections  include  correcting  values  or 
notations  in  tables,  and  n|)dating 
lefei'ences  to  teiins. 

DATES:  liffective:  February  8.  2013. 

FOR  FURTHER  INFORMATION  CONTACT: 

Press  incjuiries:  Frank  Meilinger, 
Diiector.  ()ffice  of  Communications. 
OSHA,  Room  N-3()47, 11. S.  l)ej)aitment 
of  Labor.  200  (Constitution  Avenue  NVV., 
Washington,  D(C  20210;  telephone  (202) 
003-1090. 

General  and  technical  information: 
Doiothy  Doughertv,  Director,  Directorate 
of  Standai'ds  and  (juidance.  OSHA, 

Room  N-3718,  II. S.  Dej)artment  of 
Labor.  200  (Constitution  Avenue  NW., 
Washington,  DC  20210;  telejihone  (202) 
003-1050. 

SUPPLEMENTARY  INFORMATION: 

I.  Background 

This  notice  corrects  certain  minor 
eiTors  in  the  levisions  to  OSHA’s 
Hazai'd  Communication  Standaid, 
pnhlished  at  77  FR  17574.  The  majority 
of  these  corrections  change  lefei’ences  in 
other  OSHA  standards  made  to 
"material  safety  data  .sheet”  or  “MSDS" 
to  "safety  data  sheet”  or  “SDS,”  which 
O.SHA  inadveitently  missed  in  its 
original  pnhlication  of  the  final  rule. 
Other  conections  include  conecting 
values  or  notations  in  tables,  and 
u])dating  leferences  to  teiins  defined  in 
the  Hazard  (Communication  .Standard 
Final  Rule,  jmblished  on  March  20. 
2012. 

Correction  of  Publication 

The  following  corrections  are  made  to 
the  jn’eamble  to  the  final  rule  for  the 
Hazard  (Communication  .Standard, 
published  in  the  Federal  Register  on 
March  20,  2012  (77  FR  17574). 

1.  In  the  I’i'eamble,  on  p.  17080,  in  the 
third  column,  the  seventh  paragrajih 
Estimated  Total  Barden  Honrs:  11.3 
million  honi’s  is  revised  to  read 
Estimated  Total  Burden  Honrs: 
10,089.248  hours. 

2.  In  the  Preamble,  on  p.  17755.  in  the 
third  column,  in  the  fii'st  jjaragiajih  the 
name  "David  Levine”  is  coiTei:ted  to 
read  “Daniel  Levine”. 

3.  In  the  Preamble,  on  p.  17712,  Table 
XlIl-1,  the  “>20%”  value  for  Sjjecific 
tai'get  oigan  toxicity  (Category  3  is 
corrected  to  lead  “>20% ”  (both 
columns). 

4.  In  the  Pieamhle,  on  j).  17751,  Table 
XIlI-5,  Health  Effects  (Column  for 
.Standard  No.  1010.1051.  “(Cancer;  eve 
and  resjiiratoi’v  tract  irritation;  center 
nervous  system  effects;  and 
flammahilitv”  is  corrected  to  read 
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"Cancer;  eye  and  res])irat()rv  tract 
irritation;  central  nervous  system 
ett’ects;  and  flammahility.” 

The  Ibllowing  table  contains  a 
summarv  of  the  codified  changes  made 


to  the  Hazard  Communication  final  ride 
as  it  appeared  at  77  FR  17574  and  is 
provided  for  the  regulated  community. 
The  changes  are  listed  hy  the  Federal 


Register  page  number  on  which  they 
can  he  found,  the  standard  being 
corrected,  and  a  summarv  of  the 
correction  being  made. 


Page  No. 

Standard 

Correction 

Page  17776,  third  column  .... 

§1910.119,  paragraph 
(d)(1)  and  Appendix  C. 

“material  safety  data  sheet”  and  the  acronym  “MSDS”  are  corrected  to  “safety 
data  sheet"  and  “SDS”,  respectively. 

On  p.  17776,  third  column  ... 

§1910.120,  paragraph  (g). 
Appendices  A  and  E. 

“material  safety  data  sheet”  and  the  acronym  “MSDS”  are  corrected  to  “safety 
data  sheet”  and  “SDS”,  respectively. 

On  p.  17778,  first  column  .... 

§1910.1001,  Appendix  J  .... 

“material  safety  data  sheet”  and  the  acronym  “MSDS”  are  corrected  to  “safety 
data  sheet”  and  “SDS”,  respectively. 

On  p.  17782,  third  column  ... 

§1910.1044,  Appendix  B  ... 

Reference  to  “Class  MIA  combustible  liquid”  is  corrected  to  "Category  4  flammable 
liquid”. 

On  p.  17784,  first  column  .... 

§  1910.1048,  Appendix  A  ... 

The  flammability  class  reference  in  Appendix  A  is  updated  to  align  with  the 
§1910.1200. 

On  p.  17785,  second  col¬ 
umn,  second  paragraph. 

§1910.1051  (l)(1)(ii)  . 

“center  nervous  system  effects”  is  corrected  to  “central  nervous  system  effects”. 

On  p.  17785,  second  column 

§  1910.1052,  Appendix  A  ... 

The  example  label  language  in  Appendix  A  is  removed  and  the  Appendix  is  cor¬ 
rected  to  reference  classification  and  label  requirements  provided  in  §1910.1200. 
“material  safety  data  sheet”  and  the  acronym  “MSDS”  are  corrected  to  “safety 
data  sheet”  and  “SDS”. 

On  p.  17786  . 

§  1910.1200,  Appendix  E  ... 

! 

Remove  the  entire  Appendix  E  entitled,  “Appendix  E  to  §1910.1200 — (Advisory) — 
Guidelines  for  Employer  Compliance”. 

On  p.  17787  . 

§1910.1200,  paragraphs 
(d)(4),  (d)(5),  and  (d)(6). 

Remove  paragraphs  (d)(4),  (d)(5),  and  (d)(6). 

On  p.  17791  . 

§1910.1200,  Appendix  A, 
Table  A. 1.1  Note  (a). 

Remove  the  word  “Steward”. 

On  p.  17791  . 

§1910.1200,  Appendix  A, 
Paragraph  A.  1.2,  Table 
All 

Dermal  Category  1  value  of  “<5”  is  corrected  to  read  “<50”. 

On  p.  17797  . 

§1910.1200,  Appendix  A, 
Paragraph  A. 2.4. 3.1. 

The  concentration  of  “relevant  ingredients”  of  a  mixture  is  corrected  from  “>1%”  to 
“>1%”. 

On  p.  17801  . 

§1910.1200,  Appendix  A, 
Paragraph  A. 3.4. 3.1. 

The  concentration  of  “relevant  ingredients”  of  a  mixture  is  corrected  from  “>1%”  to 
“>1%”. 

On  p.  17818  . 

§1910.1200,  Appendix  B, 
Paragraph  B.3.2,  Table 

B  3  1 

Reformat  table  to  clarify  application  of  hazard  categories. 

On  p.  17886  . 

§1910.1200,  Appendix  F, 
Part  A. 

Correct  the  paragraph  numbering  in  the  first  column.  The  second  subsection  under 
the  heading  Carcinogenicity  in  experimental  animals  is  corrected  to  read  “(b)”. 

On  p.  17887  . 

§1910.1200,  Appendix  F, 
Part  D. 

The  NTP  RoC  column  of  the  Table  is  corrected  to  indicate  that  the  text  “Reason¬ 
ably  Anticipated  (See  Note  1)”  is  intended  to  refer  to  both  lines  (lARC  Group  2A 
and  2B,  and  GFIS  Category  IB  and  2),  and  the  subparagraphs  in  paragraph  3  of 
Note  1  are  corrected  to  “a”  and  “b”  rather  than  “c”  and  “d”. 

On  p.  17888  . 

§  1915.1001 ,  Appendix  K  ... 

“material  safely  data  sheet”  and  the  acronym  “MSDS”  are  corrected  to  “safety 
data  sheet”  and  “SDS”,  respectively. 

On  p.  17890  . 

§1926.64,  Appendix  C  . 

“material  safety  data  sheet”  and  the  acronym  “MSDS”  are  corrected  to  “safety 
data  sheet”  and  “SDS”,  respectively. 

On  p.  17890  . 

§1926.65,  Appendix  E  . 

“material  safety  data  sheet”  is  corrected  to  “safety  data  sheet”. 

On  p.  17895  . 

§  1 926. 1101,  paragraph 
(k)(8)(v). 

Paragraphs  (k)(8)(iv)(B)  and  (k)(8)(v)  are  repetitive;  paragraph  (k)(8)(v)  is  des¬ 
ignated  as  “Reserved.” 

It.  Exemption  From  Nolice-aiid- 
(^omment  Procedures 

Section  4  of  the  Administrative 
Procedure  Act.  5  IJ.S.C.  553(h)(3)(13), 
provides  that,  when  an  Agency  for  good 
cause  finds  that  notice  and  ]niblic 
procedure  are  impracticable, 
unnecessary  or  contrary  to  the  jnihlic 
interest,  the  Agency  may  i.ssne  a  final 
rule  without  jiroviding  notice  and  an 
opjjortunity  for  public  comment.  This 
rulemaking  only  correi.ts  errors  of  a 
minor,  mainly  tyjiographical  nature  and 
therefore  does  not  affect  or  change  any 
existing  rights  or  obligations.  OSHA  has 
determined  that  there  is  good  cau.se. 
jnirsuant  to  5  IJ.S.C.  553(1))(3)(B), 


Section  (>(h)  of  the  Occupational  Safety 
and  Health  Act  of  1971)  (29  IJ.S.fJ. 
855(1))),  and  29  CFR  15)11.5,  for  making 
this  correctional  amendment  final 
without  prior  proposal  and  o])portnnity 
for  comment  because  the  rulemaking 
does  not  affect  or  change  any  exi.sting 
rights  or  obligations,  and  no  stakeholder 
is  likely  to  object  to  them.  For  the  same 
reasons,  the  Agency  finds  good  cause 
under  5  IJ.S.C.  553(d)(3)  to  make  the 
amendment  effective  upon  publication. 

III.  Authority  and  Signature 

David  Michaels.  Ph.D.,  MPH, 
Assistant  Secretary  for  Occupational 
Safety  and  Health,  IJ.S.  Department  of 
Labor,  200  C,on.stitution  Avenue  NVV., 


Washington,  DCJ  20210,  authorized  the 
prejiaration  of  this  document.  It  is 
issued  under  the  authority  of  .sections  4. 
8,  and  8  of  the  Occn])ational  Safety  and 
Health  Act  of  1970  (29  IJ.S.C.  853.  855, 
857);  5  IJ.S.C.  553;  Section  ,304,  Clean 
Air  Act  Amendments  of  1990  (Pub.  L. 
101-549,  rei)rinted  at  29  IJ.S.C.A.  855 
Note);  Seilion  41.  Longshore  and  Harbor 
Workers’  (Jompensation  Act  (33  IJ.S.CJ. 
5)41);  Section  107.  Contract  Work  Hours 
and  .Safety  .Standards  Act  (40  IJ..S.C. 
3704);  .Section  1031.  Housing  and 
C’.ommunity  Development  Act  of  15)92 
(42  IJ..S.C.  4853);  .Section  128. 

.Snperfnnd  Amendments  and 
Reauthorization  Act  of  1988.  as 
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amended  (reprinted  at  29  D.S.Ci.A.  (i.'i.'i 
Note);  Secretary  of  Labor's  Order  No.  1- 
2012  (77  FR  3012);  and  20  OFR  l\irt 
1011. 

David  Michaids. 

Assislanl  Sucn-larv  of  Lohor  for  ( Jct.u ixilioiial 
Sufflyond  lloolih. 

List  of  Subjects 

29(:i'HPort  1910 

Asbestos,  (lieinicals.  Fire  prevention. 
Hazard  conununication.  Hazardous 
substances.  Occupational  safety  and 
bealth. 

29  CFR  Part  1915 

Asbestos.  Longshore  and  harbor 
workers.  Occupational  safety  and 
health. 

29  CPU  Pali  1929 

Asbestos.  Construction  industry.  Fire 
jM'eyention.  Hazardous  substances. 
Occupational  safety  and  health. 

Accordingly.  OSHA  is  amending  25) 
CFR  parts  1010.  1015.  and  1020  by 
making  the  following  corrections  and 
technical  aimmdments; 

PART  1910— OCCUPATIONAL  SAFETY 
AND  HEALTH  STANDARDS 

Subpart  H — [Amended] 

■  1.  The  authority  citation  for  Fart  1010 
Snh])arl  H  continues  to  nsad  as  follows; 

Aiilhdrily:  SeclitJiis  4.  (i.  and  8  of  the 
Occupational  .Saldly  and  Hoallli  .Act  of  1!)7() 
(29  ll..S.(;.  (i.53.  (>5.5.  (i.57):  .Secret a rv  of  Lal)or's 
Order  No.  12-71  (;«>  I  K  87.54).  8-78  (41  I  K 
25059).  9-8;i  (48  I  K  35730).  1-90  (55  FK 
‘1033).  0-90  (02  I  K  111).  3-2000  (t)5  I  K 
.5t)01  7).  or  .5-2007  (72  I  K  31 1 59).  4-201 0  ( 75 
FK  55355)  or  l-2t)12  (77  I  K  3912).  as 
ap|)lical)l(!:  and  29  (d-’K  ])art  1911. 

.Sections  1910.103.  1910.100  through 
1910.111.  and  1910.119.  1910.120.  and 
1910.122  through  1910.120  also  issued  nnd(!r 
29  CI  K  part  1911. 

.ScM  iion  1910.119  also  issiuul  under  .S(!ction 
304.  (d(!an  Air  Act  .Amendnienls  of  Itl’IO 
(Fill).  !..  lt)l-549).  reprinted  at  29  IJ..S.C,.A. 
055  Note. 

.Section  1910.120  also  issued  under  .Section 
12(i.  .Superfund  Ainendinents  and 
Keauthorization  Act  of  198(i  as  amended  (29 
Ih.S.C.A.  055  Note),  and  5  U.S.C.  553. 

§1910.119  [Amended] 

■  2.  Atnend  §  1910.1 1‘)  as  follows; 

■  a.  Remove  tlie  words  "Material  Safety 
Data  .Sheets"  and  add  in  their  jtlace 
"safety  d.ita  sheets”  in  the  note 
following  paragraj)h  (d)(1). 

■  1).  In  A])|)endix  C  to  §  1910.1 19. 
remove  "material  safety  data  sheet 
(M.SD.S)”  in  the  second  paragraj)h  in 
.section  3  and  add  in  its  place  ".safety 
data  sheet  (.SD.S)”  and  remove  "M.SD.S” 
in  the  first  paragrapli  in  section  0  and 
arid  in  its  jilace  ".SD.Ss”. 


■  c.  In  Appendix  C  to  §  1 91 0.1 1 9, 
remove  the  words  "material  safety  data 
sheets"  and  add  in  their  ])lace  "safety 
data  sheets"  in  the  seventh  paragra|)h  in 
section  13. 

§1910.120  [Amended] 

■  3.  Amend  §  1910.120; 

■  a.  Hy  removing  the  acronym  "M.SD.S” 
and  adding  in  its  place  ".SD.S”  wherever 
it  appears;  and 

■  1).  In  Appendix  F  to  §  1910.120.  by 
removing  the  words  “material  safety 
data  sheets"  and  adding  in  their  place 
“safety  data  sheets"  wherever  they 
aj)])ear. 

Subpart  Z — [Amended] 

■  4.  The  authority  citation  for  Fart  1910 
.Suh])art  Z  continues  to  read  as  follows: 

Authority:  .Sections  4.  (i.  8  of  the 
Occupational  Safety  and  Health  Act  of  lt)7() 

(29  ll..S.('.  ()53.  ()55.  057):  .Secretary  of  Lahor's 
Order  No.  12-71  (3li  FK  8754).  8-7(i  (41  FK 
25059).  9-83  (48  FK  35730).  1-91)  (55  FK 
‘1033).  0-90  (02  FK  111).  3-2000  (05  FK 
50017).  5-2002  (07  05008).  .5-2007  (72  FK 

3115')).  4-2010  (75  FK  55355).  or  1-2012  (77 
FK  3912).  as  ap])licahle:  and  2t)  (d'R  jjart 
1911. 

,\ll  ofsnhpart  /,  issued  under  section  0(h) 
of  the  Occupational  .Safety  and  Health  Act  of 
l‘)70.  exce|)t  those  substances  that  have 
exposure  limits  listed  in  Tables  Z-1.  Z-2. 
and  Z-3  of  2‘)  CFK  1910.1000.  The  latter 
were  issued  under  section  t)(a)  (29  ll..S.(;. 
055(a)). 

.Section  ItUO.IOOO.  Tables  Z-t.  Z-2  and  Z- 
3  also  issued  under  5  ll..S.(;.  553.  hnt  not 
under  29  CFK  part  l‘)ll  exi:ept  for  the 
arsenic  (organic.  com|)ounds),  benzene, 
cotton  dust,  and  chromium  (VI)  listings. 

.Section  1910.1001  also  issued  under 
section  107  of  the  (Contract  Work  Hours  and 
.Salety  .Standards  Act  (40  H.S.L.  3704)  and  5 
ll.S.C.  553. 

.Section  l‘)10.1002  also  issued  under  5 
lI..S.(i.  553.  hut  not  under  2!)  ll.S.fi.  055  or 
29  ('.FK  part  1911. 

Sections  1910.1018.  1910.1029,  and 
1910.1200  also  issued  under  29  l)..S.(;.  053. 

Section  1910.1030  also  issued  under  Fuh. 

L.  100-430,  114  Stat.  1901. 

.Section  1910.1201  also  issued  under  49 
U.S.C.  1801-1819  and  5  U.S.C.  533. 

§  1 91 0.1 001  [Amended] 

■  .S.  Amend  §  191 0.1 001  ;i.s  follow.s: 

■  a.  Removi*  the  winds  “malorial  .safety 
data  sheet”  and  add  in  their  place 
“safety  data  sheet”  wherever  they 
ap])ear  in  A|)pendix  ); 

■  h.  Remove  the  aci  onym  “M.SD.S”  and 
add  in  its  place  ".SD.S”  wherever  it 
appeal's  in  A])])endix  ). 

§1910.1044  [Amended] 

■  ().  Amend  §  1910.1044  as  follow.s: 

■  a.  Remove  the  ])hra.se  “(tlass  lllA 
combustible  li(|uid”  and  add  in  its  place 
“Category  4  flammable  liquid”  wherever 
it  apjiears  in  Appendix  B. 


§1910.1048  [Amended] 

■  7.  Amend  §  1910.1048  by  I'emoving 
the  phiase  “I'lammahility  (ilass  (O.SHA): 
III  A”  and  adding  in  its  place 
“Flatnmahility  ((l.SHA);  Category  4 
flammable  li(|nid”  wheiever  it  apjreais 
in  Appendix  A. 

■  8.  Amend  §  I'HO.lO.Sl  hy  revising 
|)aiagraph  (l)(l)(ii)  to  read  as  follows: 

§1910.1051  1,3-Butadiene. 

****** 

(D*  *  * 

(1)  *  *  * 

(ii)  In  classifying  the  haztirds  of  BD  at 
least  the  following  hazards  are  to  he 
addi'essed:  (iancer;  eve  and  respiiatoi  v 
tract  iri'itation;  cential  nervous  system 
effects;  and  flammability. 

•k  :k  "k  :k  "k 

■  9.  y\mend  §  1910.10.52,  in  Apjiendix 
A,  hy  I'evising  paragi'ajih  E  in  section  X 
to  I'ead  as  follows: 

§1910.1052  Methylene  Chloride. 

k  k  k  "k  k 

Appendix  A  to  §  1910.1052 — Substance 
Safety  Data  Sheet  and  Technical 
(hiidelines  for  Methylene  Chloride 

***** 

X.  Access  to  Information 
***** 

!•].  Your  em|)loyer  is  reipiired  to  ])royi(le 
labels  and  safely  data  sheets  (.SD.Ss)  for  all 
materials,  mixtures  or  solutions  comi)osed  of 
greater  than  0.1  percent  MC.  These  materials, 
mixini'es  or  solutions  would  be  classified  and 
labeled  in  accoi'dance  with  §  1‘)1().1200. 
***** 

■  10.  Amend  §  1910.1200  as  follow.s: 

■  a.  Remove  jjaiagi'iiphs  (d)(4)  thi'ough 
(b). 

■  h.  Remove  the  word  ".Steward”  in 
Aj)pendix  A.  Table  A. 1.1  Note  (a). 

■  c.  Remove  the  value  of  “<5”  and  add 
in  its  place  “<50”  for  Dermal  Category 
1  in  Appendix  A,  jiaragrajih  A. 1.2, 

Table  A.l  .1 . 

■  d.  In  A])])endix  A.  revise  ])ai'agraphs 
A. 2.4. 3.1  and  A.3.4.3.1. 

■  e.  In  A])|)endix  B,  in  paragraph  B.3.2, 
levise  Table  B.3.1. 

■  f.  Remove  the  .second  occurrence  of 
Appendix  E  (entitled  “(Advisorv) — 
Cuidelines  for  Employer  Compliance”). 

■  g.  In  Ajipendix  F,  in  Fai  t  A. 
redesignate  the  second  paragrajih  (a) 
under  “carcinogenicity  in  experimental 
aniniids”  as  j)ai'agra])h  (h)  and  revise 
Fart  D. 

The  I'evisions  read  as  follows: 

§1910.1200  Hazard  Communication. 

***** 

Appendix  A  to  §1910.1200 — Health 
Hazard  Criteria  (Mandatory) 
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A.l  ACUTE  TOXICITY 


Table  A. 1.1— Acute  Toxicity  Hazard  Categories  and  Acute  Toxicity  Estimate  (ATE)  Values  Defining  the 

Respective  Categories 


Exposure  route 

Category  1 

Category  2 

Category  3 

Category  4 

Oral  (mg/kg  bodyweight) 

see:  Note  (a) . 

<  5 

>5  and  <50  . 

>50  and  <  300  . 

>300  and  <  2000. 

Note  (b) 

Dermal  (mg/kg  bodyweight) 

see:  Note  (a) . 

<  50 

>50  and  <  200  . 

>200  and  <  1000  . 

>1000  and  <  2000. 

Note  (b) 

Inhalation — Gases  (ppmV) 

see:  Note  (a) . 

<  100 

>100  and  <  500  . 

>500  and  <  2500  . 

>2500  and  <  20000. 

Note  (b) 

Note  (c) 

Inhalation — Vapors  (mg/I) 

see:  Note  (a) . 

<0.5 

>0.5  and  <  2.0  . 

>2.0  and  <  10.0  . 

>10.0  and  <  20.0. 

Note  (b) 

Note  (c) 

Note  (d) 

Inhalation — Dusts  and  Mists  (mg/I) 

see:  Note  (a) . 

<  0.05 

>0.05  and  <  0.5  . 

>0.5  and  <  1 .0  . 

>1.0  and  <  5.0. 

Note  (b) 

Note  (c) 

A.2  SKIN  CORROSION/IRRITATION 

***** 

A. 2.4 

A.2.4.3 

A. 2. 4. 3.1.  I''()r  |)tiri)()S(;s  of  (:lassilviiif>  the 
skin  corrnsion/irritation  hazards  of  mixlnni.s 
in  lh(!  li(!n;(l  ap|)roa(:li: 

The  "relovant  in<>n!(li(!nls’'  of  a  inixiuro  arc; 
llioso  wliicli  are  ijroscnil  in  conc.oniralions 
>l'Xi  (\V(!i”ht/\voi}>hl  for  solids.  Ii(|nids.  dusts, 
mists  and  vajrors  and  volniiKi/volumo  for 
gas(;s.)  If  the  i.lassifier  has  risison  to  siis])(!t;t 
that  an  in<>r(!dii!nt  i)resi!nt  at  a  concentration 


<170  will  afiect  classification  of  tin;  inixtiin; 
for  skin  corrosion/irritation,  that  in«redient 
shall  also  h(!  considered  ndcn'ant. 


A.;i  SERIOUS  EYE  DAM a(;e/i-:ye 
IRRITATION 

***** 

A. 3. 4  *  *  * 

A. 3.4. 3  *  *  * 

A. 3. 4. 3.1  For  ijiirposi's  of  classifviiif’  the 
(!Ve  corrosion/irritation  hazards  of  mixtures 
in  tlu!  tim'cul  approach: 

The  "ridevant  ingrediimts"  of  a  mixtnn!  an; 
those  which  are  |)resent  in  concentrations 
>1  7>  (weight/weight  for  .solids,  licpiids,  dusts, 
mists  and  vapors  and  volume/vohnne  for 


gas(!s.)  If  the  classifica'  has  r(!ason  to  siis])ect 
that  an  ingrcidirmt  irrcxsent  at  a  concentration 
<l7o  will  affect  classification  of  tlu;  mixture 
for  eve  corrosion/irritation,  that  ingrediemt 
shall  also  lx;  considercul  r(d(;vant. 


Appendix  B  to  §1910. 1200 — Physical 
Hazard  Criteria  (Mandatorv) 


H.3  EI.AMMABEE  AEROSOLS 
***** 

IL3.2  Classification  (adteria 


Table  B.3.1 — Criteria  for  Flammable  Aerosols 


Category 


Criteria 


Contains  >  85%  flammable  components  and  the  chemical  heat  of  combustion  is  >  30  kJ/g;  or 

(a)  For  spray  aerosols,  in  the  ignition  distance  test,  ignition  occurs  at  a  distance  >  75  cm  (29.5  in),  or 

(b)  For  foam  aerosols,  in  the  aerosol  foam  flammability  test 

(i)  The  flame  height  is  >  20  cm  (7.87  in)  and  the  flame  duration  >  2  s;  or 

(ii)  The  flame  height  is  >  4  cm  (1 .57  in)  and  the  flame  duration  >  7  s 
Contains  >  1%  flammable  components,  or  the  heat  of  combustion  is  >  20  kJ/g;  and 

(a)  for  spray  aerosols,  in  the  ignition  distance  test,  ignition  occurs  at  a  distance  >  15  cm  (5.9  in),  or 
in  the  enclosed  space  ignition  test,  the 

(i)  Time  equivalent  is  <  300  s/m^;  or 

(ii)  Deflagration  density  is  <  300  g/m^ 

(b)  For  foam  aerosols,  in  the  aerosol  foam  flammability  test,  the  flame  height  is  >  4  cm  and  the  flame  duration  is  >  2  s 
and  it  does  not  meet  the  criteria  for  Category  1 


Appendix  F  to  §  191 0.1 200 — (Guidance 
for  Hazard  Ulassifieations  Re: 
(Carcinogenicity  (Non-Mandatory) 

***** 


Part  1):  Table  Relating  Approximate 
Eqiiivaleiice.s  Among  IAR(C,  N'TP  Ro(C,  and 
CHS  Uarcinogenieily  (Classitlcalions 

The  following  tahh;  may  he  nscul  to 
|)(!rforin  hazard  elassificalions  for 
carcinogcmicity  under  the  I  I(C,S  (§  1010. 1200). 


It  relal(!K  tlu;  a|)proximal(ul  (dkS  hazard 
categories  for  carcinogenicity  to  the 
classifications  provid(!d  hy  lARUand  NTP,  as 
described  in  Parts  13  and  C,  of  this  Aijpcmdix. 
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Approximate  Equivalences  Among  Carcinogen  Classification  Schemes 


lARC 

GHS 

NTP  RoC 

Group  1  . 

Category  1A . 

Known. 

Group  2A  . 

Category  IB . 

Reasonably  Anticipated  (See  Note  1). 

Group  2B  . 

Category  2  . 

Reasonably  Anticipated  (See  Note  1). 

\’ol(‘  l  : 

1.  Limilod  rvidmco  of  carcino'ianicUv  from 
sludios  in  Innnons  (corrosf Minding  to  lAUC 
2A/(;HS  Hi): 

2.  Sufficient  evidence  of  ciircinogenicitv 
fioin  studies  in  exiieriinentid  oninuds  fagoin. 
essentiollv  coiresi>onding  to  lAlUi  2A/(!HS 
IB): 

3.  Ijess  than  sufficient  evidence  of 
carcinogenicitv  in  Innnons  or  hdioratorv 
animals:  however: 

a.  The  agent,  snhstance.  or  mi.\tnre  helongs 
to  a  well-defined,  structnrallv-related  class  of 
snhstances  whose  memhers  are  listed  in  a 
previous  BoC  as  either  "Known  "  or 
"Beasomdilv  Anticipated"  to  he  a  human 
carcinogen,  or 

1).  There  is  convincing  relevant  information 
that  the  agent  acts  through  mechanisms 
indicating  it  wonid  likelv  cause  cancer  in 
humans. 

*  ★  *  *  * 

PART  1915— OCCUPATIONAL  SAFETY 
AND  HEALTH  STANDARDS  FOR 
SHIPYARD  EMPLOYMENT 

Subpart  Z — [Amended] 

■  11.  rlie  authority  citation  for  I’art 
lOl.'j  continues  to  read  as  follows: 

Authority:  Section  41.  l.onf>slu)r(!  and 
Marhor  Workers’  Ojinpensation  Act  (33 

ll.S.C.  ?)41);  .S(!ctions.  4.  (i.  and  H  of  llu! 
()ccn|)alional  Safety  and  Ihsillli  .Act  of  1971) 
(2?)  ll.S.fL  ().t3.  (i.A.T,  ti.A7):  Secredarv  of  I.al)or's 
Order  No.  12-71  (36  FR  87-54).  8-76  (41  FK 
2.A0.A9),  9-83  (48  FK  357:{(>).  1-90  (.A.A  FK 
9033).  6-96  (62  FK  111).  3-2000  (65  I’K 
.50017).  .5-2002  (67  FK  65008).  .5-2007  (72  FK 
31160).  4-2010  (75  FK  55355).  or  1-2012  (77 
FK  3912).  as  apjjlicaljle:  and  29  Cl'K  I’arl 
1911. 

Section  1915.100  also  issued  under  49 
IJ.S.C.  1801-1819  and  5  ll.S.C.  553. 

.Sections  1915.120  and  1915.152  of  29  Cl'K 
also  issued  und(?r  29  CFK  part  1911. 

§  1 91 5.1 001  [Amended] 

■  12.  Amend  ^  191. 5. 1001  hy  removing 
the  words  “Material  .Safety  Data  .Sheet” 
and  adding  in  their  jtlace  “safety  data 
sheet”  and  removing  the  aci'onym 
“M.SD.S”  and  adding  in  its  place  “.SD.S” 
in  Appendix  K.  section  ;i.l.(e). 


PART  1926— OCCUPATIONAL  SAFETY 
AND  HEALTH  STANDARDS  FOR 
CONSTRUCTION 

Subpart  D — [Amended] 

■  13.  The  authority  citation  for  Pa  it 
1920  .Suh])ai't  1)  continues  to  read  as 
follows: 

Authority:  .Siiclion  107  of  llie  (Contract 
Work  Honrs  and  .Safety  .Standards  Act  (40 
t]..S.tL  3704):  Sections  4.  (i.  and  8  of  the 
Occn])ational  .S.ifety  and  Ikiallli  Act  of  1970 
(29  IL.S.CL  653.  655.  and  657);  and  .Secretary 
of  Lalior's  Order  No.  12-71  (36  FK  8754).  8- 
76  (41  FK  25059).  9-83  (48  FK  35736).  1-90 
(55  FK  9033).  6-96  (62  FK  111).  3-2000  (65 
FK  .50017).  5-2002  (67  FK  65008).  ,5-2007  (72 
FK  31159).  4-2010  (75  I'K  55355).  or  1-2012 
(77  I-'K  :)912)  as  ap|)lical)le;  and  29  Cl'K  part 
1911. 

Sections  1926.58.  1926.59.  1926.60.  and 
1926.65  also  issiKul  under  5  IL.S.t;.  553  and 
29  Cl  'K  jiart  1911. 

.Section  1926.61  also  issued  under  49 

11.5. C;.  1801-1819  and  6  ll.S.C.  553. 

.Section  1926.62  also  isstuid  under  section 

10;i1  of  the  1  lousing  and  Conununilv 
llevelo|)ni(!nl  Act  of  1992  (42  l)..S.(;.  4853). 

.S(!ction  1926.65  akso  issued  under  section 
126  of  the  .Su|)erfund  Amendinenis  and 
Keaulliorization  /\cl  of  1986.  as  amended 
(reprinted  at  29  l)..S.C.A.  655  Note),  and  5 

11.5. C.  553. 

§1926.64  [Amended] 

■  14.  Amend  §  1926.64  as  follows: 

■  a.  Remove  the  words  "material  safety 
data  sheet”  and  add  in  their  jilace 
“safety  data  sheet”  wherever  they 
appear  in  Appendix  C; 

■  h.  Remove  tlie  words  "material  safety 
data  sheets"  and  add  in  their  place 
“safety  data  sheets”  wherever  they 
ajipear  in  Ajipendix  G: 

■  c.  Remove  the  acronym  “M.SD.S”  and 
add  in  its  place  “.SD.S”  whenever  it 
a])])ears  in  .Appendix  C. 

§1926.65  [Amended] 

■  1.5.  Amend  §  1926.6.5  hy  removing  the 
words  “material  safety  data  sheeds”  and 
adding  in  their  place  “.safety  data 
sheets”  when;ver  they  appear  in 
Appendix  F. 

Subpart  Z — [Amended] 

■  16.  The  authority  e:itation  for  Part 
1926  .Snhpart  Z  continues  to  read  as 
follows: 

yAuthorily:  .Section  167  of  the  (k)ntracl 
Work  Hours  and  Safety  .Standards  Act  (40 


I  L.S.C.  3704):  .Sections  4.  6.  and  8  of  the 
Occupational  .Safety  and  Ihialth  y\c.t  of  1t)70 
(29  IL.S.C.  653.  655.  657);  and  .Secretary  of 
Lahor’s  Order  No.  12-71  (36  FK  8754).  8-76 
(41  FK  25059).  9-83  (48  FK  35736).  1-90  (55 
FK  9033).  6-96  (62  FK  111).  :i-2000  (65  FK 
50017).  .5-2002  (67  FK  65008).  5-2007  (72  FK 
31159).  4-2010  (75  FK  .55355).  or  1-2012  (77 
I'K  3912)  as  aiiplicahle:  and  2‘1  Cl'K  part 
1911. 

.Section  1926.1102  iu)t  issinul  imdin' 29 

ll.S.CL  655  or  29  (d''K  ])arl  1911;  also  issued 
under  5  IL.S.CL  553. 

§1926.1101  [Amended] 

■  17.  Aimnid  §  1926.1101  remove  and 
resttrve  paragraph  (k)(8)(v). 

IFK  Hoc.  2(u;i-0141(i  Filed  2-7-t:i:  8:4.5  am) 
BILLING  CODE  4510-26-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  52 

[EPA-R03-OAR-2013-0013;  FRL-9777-5] 

Approval  and  Promulgation  of  Air 
Quality  Implementation  Plans; 
Maryland;  Removal  of  the  Mount  Saint 
Mary’s  College  1979  Consent  Order 

AGENCY:  Fnvironmental  Protection 
Agency  (EPy\). 

ACTION:  Direct  fintil  rule. 

SUMMARY:  EPA  is  taking  direct  final 
action  to  a])])rove  a  State 
Imjilementation  Plan  (.SIP)  revision 
suhmitted  hy  the  Maryland  Department 
of  the  Environment  (MDE)  jiertaining  to 
the  F.  Keeler  Company  Boiler  at  Mount 
.Saint  Mary’s  College.  This  revision 
removes  the  Mount  .Saint  Mary’s  College 
197?)  Consent  Order  (1979  Consent 
Order)  from  the  Maryland  .SIP  hecan.se 
the  coal-fired  1^.  Keeler  Boiler  has  been 
modified  hy  removing  the  coal-firing 
capability  and  converting  the  boiler  to 
fire  natural  gas  with  No.  2  fuel  oil  as 
backup.  EPA  is  a])])roving  this  .SIP 
revision  because  the  1979  Con.sent 
Order  is  no  longer  reciuired  as  the 
modified  gas-fired  unit  can  comply  with 
all  visible  emission  and  jiarticulate 
recjuirements  in  the  Maryland  SIP.  and 
this  1979  Con.sent  Order  is  no  longer 
reejuired  to  .satisfy  any  applicable 
Federal  regulations  or  the  Clean  Air  Act 
(CAA).  This  action  is  being  taken  under 
the  CAA. 
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DATES:  This  rule  is  effective  on  April  0, 
2013  without  further  notice,  unless  EPA 
rec(!ives  adverse  writtcni  comment  hy 
March  11. 2013.  If  EPA  receives  such 
comments,  it  will  i)ul)lish  a  timely 
withdrawal  of  tlu;  dir(;ct  final  rule  in  the 
Federal  Register  and  inform  the  j)ut)lic 
that  the  rule  will  not  lake  (d'fecl. 
ADDRESSES:  Suhmil  yonr  comments, 
identified  hy  Docket  II)  Nnmh(!r  EPA- 
R03-()AR-2013-0013  hy  one  of  the 
following  methods: 

A.  w’ww.rcgiildiioiis.gov.  Follow  the 
on-line  instructions  for  suhmilling 
comments. 

13.  Email:  inastro.donna@a})a.gov. 

C.  Mail:  EPA-R03-OAR-2013-0013, 
Donna  Mastro,  Acting  Associate 
Director,  (21.'))  814-2777,  Air  Protection 
Division,  Mailcode  3AP30.  U.S. 
Environmental  Protection  Agency, 
Region  III,  Kl.K)  Arch  Street, 
Philadelphia,  Pennsylvania  19103. 

D.  Hand  Dalivaiy:  A\  the  ])reviously- 
listed  EPA  Region  III  address.  Such 
deliveries  are  only  accepted  during  the 
Docket’s  normal  hours  of  o])eration,  and 
special  arrangements  should  h(!  made 
for  deliveri(!s  of  hoxed  information. 

lastractions:  Direct  vonr  comments  to 
Docket  ID  No.  EPA-R()3-()AR-2013- 
0013.  EPA’s  |Jolicy  is  that  all  comments 
received  will  he  included  in  the  |)ut)lic 
doc:ket  without  change,  and  may  he 
made  available  online  at 
www.ragalaiions.gov,  including  anv 
personal  information  provided,  nidess 
the  comment  includes  information 
claiiiKul  to  he  (ionfidential  Business 
Information  ((331)  or  other  information 
who.se  clisclosure  is  restricted  by  .statute. 
Do  Jiot  submit  information  that  you 
consider  to  he  CBl  or  otherwise 
])rotected  through  www  .ragaIations.gov 
or  email.  'Fhe  www.regalations.gov  VVeh 
site  is  an  “anonymous  acce.ss”  system, 
which  means  EPA  will  not  know  yonr 
identity  or  contact  information  unle.ss 
you  provide  it  in  the  body  of  yonr 
comment.  If  you  send  an  email 
comment  directly  to  EPA  without  going 
through  w’wiv.ragalations.gov.  your 
email  addre.ss  will  he  automatically 
captured  and  included  as  ])art  of  the 
comment  that  is  ])laced  in  the  public 
docket  and  made  available  on  the 
Internet.  If  you  submit  an  electronic 
comment,  EPA  recommends  that  you 
include  your  name  and  other  contac:t 
information  in  the  body  of  yonr 
comment  and  with  anv  disk  or  (ID-ROM 
you  submit.  If  EPA  cannot  read  your 
comment  due  to  technical  difficulties 
and  cannot  contact  you  for  clarification. 
EPA  may  not  he  able  to  consider  your 
comment.  Electronic  files  should  avoid 
the  use  of  special  characters,  any  form 
of  encryption,  and  he  free  of  any  defects 
or  viruses. 


Docket:  All  documents  in  the 
electronic  docket  are  listed  in  the 
www.regalations.gov  index.  Although 
list(!d  in  the  index,  .some  information  is 
not  publicly  available,  i.e.,  (331  or  other 
information  whose  di.sclosure  is 
restricted  hy  statute,  (iertain  other 
material,  such  as  co|)yrighted  material, 
is  not  placed  on  the  IntcMiiet  and  will  he 
])ul)licly  available  only  in  hard  copv 
form.  Publicly  available  dockcit 
materials  are  available  either 
electronically  in  www.regidations.gov  or 
in  hard  copy  during  normal  business 
hours  at  the  Air  Protection  Division, 

D.S.  Environmental  Protection  Agency, 
Region  III,  Ki.K)  Arch  Street, 
Philadelphia,  Pennsylvania  19103. 
Copies  of  the  State  submittal  are 
available  at  the  Maryland  Department  of 
the  Environment,  1800  Washington 
Boulevard,  Suite  70.'),  Baltimore. 
Maryland  21230. 

FOR  FURTHER  INFORMATION  CONTACT: 

Maria  Pino,  Air  Protection  Division, 
Project  officer.  (21.'))  814-2181,  or  hv 
email  at  pino.inaria@epa.gov. 
SUPPLEMENTARY  INFORMATION: 

I.  Background 

The  1979  Con.sent  Order  provided  an 
exception  to  Maryland’s  fuel  burning 
regulations  for  Mount  Saint  Mary’s 
College  to  allow  th(!  construction  of  a  2.') 
million  British  Thermal  Units  (BTU)  per 
hour  coal-fired  boiler.  The  s])ecific 
regulations  of  concern  for  the  coal-finul 
boiler  at  Mount  Saint  Marv’s  College 
were:  COMAR  10.1 8.03.0213 
(recjuirement  for  zero  visible  emissions); 
COMAR  10.18.03.0313(2)1)  (reciuirement 
that  particulate  matter  (PM)  not  exceed 
0.03  grains  per  drv  .standard  cubic  fool 
(gr/d.scO);  COMAR  10.18.03.03B(2)c(2) 
(requirement  for  dust  collectors):  and 
COMAR  10.1 8.03. 0()D(2)  (prohibition  of 
small  solid-fuel  boilers).  MDE  approved 
the  construction  of  the  coal-fired  boiler 
because  the  coal-fired  boiler  was  in  a 
rural  area  and  minimal  im])act  on  air 
(jnality  was  ex])ecled  from  particulate 
emi.ssions  from  the  boiler.  The  boiler 
was  required  to  meet  COMAR 
10.1 8. 03. 02 A  (recjuirement  not  to  exceed 
20%  oj)ac:itv)  and  COMAR 
10.18.03.0313(3)  (recjuirement  that  PM 
emi.ssions  not  exc:eecl  0.10  gr/clsc:!].  The 
1979  Con.sent  Order  between  Mount 
Saint  Marv’s  College  and  Maryland  was 
aj)j)rc)vecl  hv  EPA  into  the  Marvland  SIP 
on  Marc:h  18,  1980.  45  ER  17144 
(aj)j)roving  the  1979  Consent  Order  into 
Maryland  SIP  hec:au.se  no  ambient  air 
cjuality  standards  vvoidcl  he  violated  by 
c)j)eration  of  the  boiler).  Subsequently, 
in  )anuary  1983,  Mount  Saint  Mary’s 
College  installed  midtic;yc:lone.s  on  the 
boiler  for  additional  c:ontrc)l  of  PM. 


II.  Summary  of  the  SIP  Revision 

On  November  19.  2012,  MDE 
suhinitted  a  revision  (#12-0.'))  to  remove 
the  1979  Consent  Orcler  from 
Maryland’s  SIP  hec.ause  the  c:c)al-firecl  F. 
Keeler  Boiler  has  been  c:onvertecl  to  fire 
natural  gas  with  No.  2  fuel  oil  as 
hac:kiq).  On  )idy  18.  2000.  MDE  issued 
a  j)ermit  to  c:onvert  the  boiler  to  natural 
gas  with  No.  2  oil  as  hackuj)  fuel.  3'he 
c:onvertecl  gas-fired  boiler  is  able  to 
c:onq)ly  with  all  Marvland  regulations, 
including  visible  emi.ssions  standards. 
Therefore,  the  1979  Con.sent  Order  is  no 
longer  recjuired  and  MDE  has  requested 
that  it  he  removed  from  the  Marvland 
SIP. 

III.  Final  Action 

EPA’s  review  of  the  SIP  revision 
submitted  by  MDE  on  November  19, 

2012  indicates  that  the  15)79  Consent 
Orcler  is  no  longer  required  as  the 
modified  gas-fired  boiler  is  able  to 
c:omj)ly  with  all  aj)j)lic:ahle  Federal 
regidations  and  the  Maryland  SIP. 
d’herefore,  EPA  is  aj)j)roving  the  SIP 
revision  submitted  by  MDE  on 
November  19,  2012  to  remove  the  1979 
Consent  Orcler.  3'he  1979  Consent  Orcler 
is  no  longer  recjuired  to  satisfy  any 
aj)j)lic:al)Ie  Federal  regulations  or  the 
CAA.  EPA  is  j)uhlishing  this  ride 
without  j)ric)r  j)roj)osal  hec:ause  EPA 
views  this  as  a  nc)nc:ontroversial 
amendment  and  antic:ij)ates  no  adverse 
c:c)mment.  However,  in  the  “Proj)osecl 
Rides”  sec:tic)n  of  todav’s  Federal 
Register.  EPA  is  jmhlishing  a  sejiarate 
clc)c:ument  that  will  serve  as  the  j)rc)j)osal 
to  aj)j)rc)ve  the  SIP  revision  ifaclver.se 
c:c)mment.s  are  filed.  I'his  ride  will  he 
effec:tive  on  Ajiril  9.  2013  without 
further  notic:e  unless  EPA  rec:eive.s 
adverse  comment  by  Marc:h  11. 2013.  If 
EPA  rec:eives  adverse  c:omment.  EPA 
will  jiuhlish  a  timely  withdrawal  in  the 
Federal  Register  informing  the  jiuhlic: 
that  the  rule  will  not  take  effec:t.  EPA 
will  address  all  jiuhlic:  c:omment.s  in  a 
suh.secjuent  final  rulemaking  ac:tion 
based  on  the  j)roj)osecl  rule.  EPA  will 
not  institute  a  sec:ond  c:omment  jieriod 
on  this  rulemaking  ac:tic)n.  Any  jiarties 
interested  in  commenting  must  do  so  at 
this  time. 

IV.  Statutory  and  Executive  Order 
Reviews 

A.  Geneird  Heqaireinents 

Under  the  CAA,  the  Admiidstrator  is 
recjinred  to  aj)j)rc)ve  a  SIP  sidind.ssion 
that  i:c)mj)lies  with  the  jnovisions  of  the 
CAA  and  aj)j)lic:al)le  Federal  regulations. 
42  U.S.C.  7410(k);  40  (33<  .'32.02(a). 

3'hu.s,  in  reviewing  SIP  submissions. 
EPA’s  role  is  to  aj)j)rove  state  c:hc)ice.s, 
jirovided  that  they  meet  the  c:riteria  of 
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the  CAA.  Accordingly,  this  action 
moroly  approves  state  law  as  meeting 
I’ederal  reipiirements  and  does  not 
impose  additional  recpiirements  beyond 
tho.se  imj)o.sed  hv  state  law.  For  tliat 
rea.son.  this  action: 

•  Is  not  a  “significant  regnlatorv 
action”  subject  to  review  by  the  ()ffice 
of  Management  and  Budget  under 
Fxecutive  Order  12888  (.IH  FR  .'ll  7:i.'‘i. 
October  4. 

•  does  not  impose  an  information 
collection  burden  under  the  jnovisions 
of  the  Pajjerwork  Reduction  Act  (44 
ll.S.O.  :i.'j()l  e/  S(-q.)\ 

•  is  certified  as  not  having  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities 
under  the  Regulatory  Flexibility  Act  (.'5 
I  J..S.C^  801  nt  sn(].)\ 

•  does  not  contain  any  unfunded 
mandate  or  significantly  or  uniciuely 
affect  small  governments,  as  described 
in  the  linfundiul  Mandates  Reform  Act 
of  lOO.'l  (Pub.  L.  104-4); 

•  does  not  have  Federalism 
implications  as  specified  in  Executive 
Order  Ell  82  (84  FR  4;i2.'i.'l.  Augu.st  10, 
1090): 

•  is  not  an  economicallv  significant 
regulatory  action  ba.sed  on  liealtb  or 
safetv  risks  subject  to  Executive  Order 
i:i045  (82  FR  1088.1.  Ai)ril  28.  l‘)07); 

•  is  not  a  significant  regulatory  action 
subject  to  lixecutive  Order  18211  (88  f'R 
288.').').  May  22.  2001); 

•  is  not  .snbj(!ct  tt)  nKjuirements  of 
Section  12(d)  of  the  National 
Tecbnologv  Transfer  ami  Advancement 
Act  of  lOO.'l  (1.5  D.S.O.  272  note)  because 
application  of  those  reciuirements  would 
t)(!  inconsistent  with  the  CAA;  and 

•  does  not  provide  EPA  with  the 
discretionary  autboritv  to  address,  as 
ajjpropriate,  di.sproj)ortionate  human 
health  or  environmental  effects,  using 
j)racticable  and  legally  permissible 
methods,  under  Executive  Order  12898 
(.59  FR  7820,  February  18.  1994). 

In  addition,  this  rule  does  not  have 
tribal  iinj)lication.s  as  specified  by 
Executive  Order  18175  (85  FR  87249, 
November  9.  2000),  because  the  SIP  is 
not  aj)j)roved  to  aj)j)ly  in  Indian  country 
locatcid  in  the  state,  and  EPA  notes  that 
it  will  not  impose  sub.stantial  direct 
costs  on  tribal  gov(;rnments  or  pre(!m])t 
tribal  law. 

B.  Submission  to  (ion<’ross  and  thn 
(ioinptrollar  (ianaral 

The  (iongre.ssional  Review  Act,  5 
ll.S.fi.  801  at  saq..  as  added  by  the  Small 
Business  Regulatory  Enforcement 
Fairness  Act  of  1t)98.  generally  j)rovide.s 
that  Ixifore  a  rule  may  take  effect,  the 
agency  i)romulgating  the  rule  mu.st 
submit  a  rule  report,  which  includes  a 
copy  of  the  rule,  to  each  Hou.se  of  the 


(Congress  and  to  the  (iom])troller  (General 
of  the  Unitcul  .States.  Section  804, 
however,  exempts  from  .section  801  the 
following  typiis  of  rules:  rules  of 
particular  applicability;  rules  relating  to 
agency  management  or  |)ersonnel:  and 
rules  of  agency  organization,  i)rocedur(;, 
or  j)ractice  that  do  not  snbstantiallv 
affect  the  rights  or  obligations  of  non¬ 
agency  |)arties.  5  l)..S.C.  804(8).  Because 
this  is  a  rule  of  particular  applicability, 
EPA  is  not  recpiired  to  submit  a  rule 
report  regarding  this  action  under 
section  801 . 

C.  Petitions  for  Judicial  Peview 

Under  .section  807(1))(1)  oftbef^AA, 
petitions  for  judicial  review  of  this 
action  mu.st  be  filed  in  the  United  States 
Court  of  Appeals  for  the  appropriate 
circuit  by  April  9.  2018.  Filing  a  petition 
for  reconsideration  by  the  Admini.strator 
of  this  final  rule  does  not  affect  the 
finality  of  this  action  for  the  purposes  of 
judicial  review  nor  does  it  extend  the 
time  within  which  a  ])etition  for  judicial 
review  may  be  fibnl,  and  shall  not 
post))one  the  effectiveness  of  such  rule 
or  action.  I^irties  with  objections  to  this 
direct  final  rule  are  encouraged  to  file  a 
comment  in  res])onse  to  the  i)aralb!l 
notice  of  pro])o.sed  rulemaking  for  this 
action  pui)lisb(!d  in  the  proposed  rules 
section  of  today's  Federal  Register, 
rather  than  file  an  immediate  petition 
for  judicial  review  of  this  direct  final 
rule,  so  that  EPA  can  withdraw  this 
direct  final  rule  and  address  the 
comment  in  the  propo.seil  rulemaking. 

This  actitni  to  ap])rove  a  revision  to 
the  Maryland  SIP  to  remove  the  Mount 
Saint  Mary's  College  1979  Consent 
Order  from  the  SIP  may  not  be 
challenged  later  in  proceedings  to 
enforce  its  re(]uirement.s.  (.See  .section 
:i07(b)(2).) 

List  of  Subjects  in  40  CFR  Part  52 

Environmental  protection.  Air 
|)ollution  control.  Incorporation  by 
reference;.  Particulate  matter. 

Dated:  |ainiarv  2.5.  201.8. 

W.C.  Early, 

Aclini’  tti'giondl  Administrator,  Itc^ion  III. 

40  CFR  part  52  is  amemled  as  follows: 

PART  52— [AMENDED] 

■  1 .  The  authority  citation  forjiart  52 
continues  to  r(;ad  as  follows: 

Authority:  42  D.S.C.  7401  at  scq. 


Subpart  V — Maryland 

§52.1070  [Amended] 

■  2.  In  §  52.1070,  the  table  in  paragraj)!! 

(d)  is  amended  by  removing  the  entry 
for  Mt.  .Saint  Mary's  College. 

lEK  Ooe.  2()i;t-()2»17  Filiul  2-7-1:!;  K:4r)  ami 
BILLING  CODE  6560-50-P 

ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  174 

[EPA-HQ-OPP-201 2-0795;  FRL-9376-4] 

Glycine  max  Herbicide-Resistant 
Acetolactate  Synthase;  Exemption 
From  the  Requirement  of  a  Tolerance 

AGENCY:  Environmental  Protet:tion 
Agency  (EPA). 

ACTION:  Final  rule. 

SUMMARY:  'fbis  regulation  establishes  an 
exemption  from  the  reciuirement  of  a 
tolerance  for  residues  of  the  Glvcinc 
max  herbicide-resistant  acetolactate 
.synthase  (CM-URA)  enzyme  when  used 
as  a  plant-incor])orated  protectant  inert 
ingredient  in  or  on  the  food  and  feed 
commodities  of  soybean.  Pioneer  Ui- 
Bred  International,  Inc.  (DuPont 
Pioneer),  submitted  a  petition  to  EPA 
under  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (Ff'DCA),  recpiesting  an 
exemption  from  the  recjuirement  of  a 
tolerance.  This  regulation  eliminates  the 
need  to  establish  a  maximum 
permissible  level  for  residues  of  Glvcinc 
max  herbicide-resistant  acetolactate 
synthase  enzyme  in  or  on  the  food  and 
feed  commodities  of  soybean. 

DATES:  This  regulation  is  effective 
February  8.  2018.  Objections  and 
requests  for  bearings  mu.st  be  received 
on  or  before  Ajiril  9,  2018,  and  must  be 
filed  in  accordance  with  the  instructions 
])rovided  in  40  CFR  part  178  (see  al.so 
Unit  I.C.  of  the  SUPPLEMENTARY 
INFORMATION). 

ADDRESSES:  The  docket  for  this  action, 
identified  by  docket  identification  (ID) 
number  EPA-HQ-QPP-201  2-0795,  is 
available  at  http:/ /www. regulations. gov 
or  at  the  Office  of  Pesticide  Programs 
Regulatory  Public  Docket  (OPP  IDocket) 
in  the  Environmental  Protection  Agency 
Docket  Center  (EPA/DC),  EPA  West 
Bldg.,  Rm.  8884,  1801  Constitution  Ave. 
N\V..  Washington.  DC  20480-0001.  The 
Public  Reading  Room  is  o])en  from  8:80 
a.m.  to  4:80  p.m.,  Monday  through 
Friday,  excluding  legal  holidays.  The 
telephone  number  for  the  Public 
Reading  Room  is  (202)  588-1744,  and 
the  tele])bone  number  for  the  OPP 
Docket  is  (708)  80.5-580.5.  Plea.se  review 
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the  visitor  instructions  and  additional 
information  alnnit  the  docket  availal)le 
at  http:/ /ww’w.apd. gov/ docki^ts. 

FOR  FURTHER  INFORMATION  CONTACT: 
Snsanne  Cerrelli,  Bio])esticides  and 
Pollution  Prevention  Division  (751  IP), 
Office  of  I’esticide  Programs, 
luivironmental  Protection  Agency,  1200 
I’ennsylvania  Ave.  N\V.,  Wasliington, 

DO  204()0-0001:  tele])lione  number: 

(703)  308-8077:  email  address:  convlli. 
siis(inno@ap(i.gov. 

SUPPLEMENTARY  INFORMATION: 

I.  Oeneral  Inforinatinn 

A.  Does  this  act  ion  opply  to  nw? 

You  may  be  potentially  affected  by 
this  action  if  you  are  an  agricultural 
j)rodiicer,  food  manufacturer,  or 
l)esticide  manufacturer.  The  following 
list  of  North  American  Industrial 
(ilassification  Sy.stem  (NAICS)  codes  is 
not  intended  to  be  exhaustive,  but  rather 
|)rovides  a  guide  to  help  readers 
determine  whether  this  document 
applies  to  them.  Potentially  affected 
entities  may  include: 

•  Crop  production  (NAKiS  code  111). 

•  Animal  ])roduction  (NAICS  code 

112). 

•  Food  mannfac:turing  (NAKiS  code 
311). 

•  P(!slicide  mannfactnring  (NAICS 
code  32532). 

B.  How  con  I  got  electronic  access  to 
other  related  information? 

You  may  access  a  fre(|uently  updated 
electronic:  version  of  40  (iFR  part  174 
through  the  (Government  Printing 
Office’s  e-(GFR  site  at  http:// 
www.ee  fr.gov/cgi-hin /text-idx?lrc=ec  frB- 
tpl=/ecfrl)rowse/Title4()/4()tab_()2.tpj. 

C.  How  can  I  file  an  objection  or  hearing 
request? 

Under  Fh’DCA  sec:tion  4()8(g).  21 

II. S.CG.  340a.  any  person  may  file  an 
objciction  to  any  aspcjct  of  this  rcjgnlation 
and  may  also  recpiest  a  hccaring  on  those 
objections.  You  must  file  your  objection 
or  reciucist  a  hc;aring  on  this  rcigulation 
in  accordance  with  the  instructions 
provided  in  40  (GFR  part  178.  To  ensure 
proper  rec;eipt  by  EPA,  you  must 
identify  docket  il)  nnmi)er  EPA-1 IQ- 
OPP-2bl 2-0795  in  the  snhjccct  line  on 
the  first  page  of  your  submission.  All 
ohj(!Ctions  and  rcujuests  for  a  hearing 
nuKst  be  in  writing,  and  must  he 
receivcid  by  the  llcsaring  (Glerk  on  or 
before  April  t),  2013.  Addresses  for  mail 
and  hand  delivccry  of  ohjccctions  and 
hearing  reciuests  are  provided  in  40  CFR 
178.25(h). 

In  addition  to  filing  an  ohjciction  or 
hearing  reejuest  with  the  Hearing  Clerk 
as  de.sc:ribed  in  40  CFR  part  178,  please 


submit  a  copy  cjf  the  filing  (excluding 
any  Confidential  Business  Information 
((;B1))  for  inclusion  in  the  public  docket. 
Information  not  marked  confidcaitial 
l)ursuant  to  40  (GFR  part  2  may  be 
disclosed  publicly  by  EPA  without  |)rior 
notice.  Submit  the  non-CBl  copy  of  your 
objection  or  hearing  recpicxst,  identified 
by  dock(;t  ID  number  EPA-1  IQ-OPP- 
2012-0795,  by  one  of  the  following 
methods: 

•  Federal  eUnleinaking  Portal:  http:// 
www.regnlaiions.gov.  Follow  the  online 
instructions  for  submitting  comments. 

Do  not  submit  electronically  any 
information  you  consider  to  he  CBl  or 
other  information  whose  di.sclosure  is 
restricted  by  .statute. 

•  Mail:  (IPP  Docket,  Environmental 
Protection  Ag(mcy  Docket  Center  (EPA/ 
DC),  (28221T),  1200  Pennsvlvania  Ave. 
NW.,  Washington,  DC  20400-0001. 

•  Hand  Delivery:  To  make  special 
arrangements  for  hand  delivery  or 
delivery  of  boxed  information,  plea.se 
follow  the  instructions  at  http:// 
www.epa.gov/dockets/contacts.htin. 

Additional  in.structions  on 
commenting  or  visiting  the  docket, 
along  with  more  information  about 
dockets  general Iv,  is  available  at 
hit  p://www.e])a. gov/ dockets. 

II.  Background  and  Staliitory  Findings 

In  the  Federal  Register  of  November 
7.  2012  (77  FR  00781)  (FRE-9307-5). 
EPA  i.ssued  a  document  pursuant  to 
FFDCA  section  408(d)(3),  21  U.S.C. 
340a(d)(3),  announcing  the  filing  of  a 
pesticide  tolerance  petition  (PP  2E8059) 
by  Pioneer  Hi-Bred  International,  Inc. 
(DuPont  Pioneer).  7100  NW..  02nd 
Avenue,  P.O.  Box  1000,  Johnston,  Iowa, 
50131.  The  jjetition  reciuested  that  40 
CGFR  part  174  he  ameiuled  by 
e.stahlishing  an  exemption  from  the 
rciquirement  of  a  tolerance  for  residues 
of  Cdycine  max  herbicide-resistant 
acetolactate  synthase  (GM-HRA)  when 
used  as  a  ])lant-incorjK)rated  protectant 
(PIP)  inert  ingredient  in  or  on  the  food 
and  feed  commodities  of  soybean.  That 
document  referenced  a  summary  of  the 
petition  prejiared  by  the  petitioner. 
Pioneer  Hi-Bred  International,  Inc. 
(DuPont  Pioneer),  which  is  available  in 
the  docket,  hit })://www. regulations. gov. 
There  were  no  comments  received  in 
resjmn.se  to  the  notice  of  filing. 

Section  4()8(c)(2)(A)(i)  of  FFDCiA 
allows  EPA  to  establish  an  exem|)tion 
from  the  r(!(|nirement  for  a  tolerance  (the 
legal  limit  fora  pesticide  chemical 
r(!sidue  in  or  on  a  food)  only  if  EPA 
determines  that  the  exem])tion  is  “safe." 
Section  4()8(c)(2)(A)(ii)  of  FFDCA 
defines  “safe”  to  mean  that  “there  is  a 
reasonable  certainty  that  no  harm  will 
result  from  aggregate  exjjosure  to  the 


|)esticide  chemical  residue,  including 
all  anticipated  dietary  exj)osures  and  all 
other  exposures  for  which  there  is 
reliable  information."  This  includes 
ex})osure  through  drinking  water  and  in 
residential  settings,  hut  does  not  include! 
occupational  exposure.  Pursuant  to 
FFIXiA  .section  4()8(c)(2)(B).  in 
establishing  or  maintaining  in  effect  an 
exem])tion  from  the  re(|iiirement  of  a 
tolerance,  EPA  must  take!  into  account 
the  factors  .set  forth  in  FFDCA  section 
4()8(h)(2)(C).  which  reeiuire  EPA  to  give 
special  consideration  to  exposure  of 
infants  and  children  to  the  pexsticide 
chemical  residue  in  establishing  a 
tolerance  and  to  “ensure  that  there  is  a 
r(!asonahle  certainty  that  no  harm  will 
result  to  infants  and  childniu  from 
aggregate  exjjosure  to  the  pesticide 
chemical  residue  *  *  ”  Additionally. 

FFDCA  section  4()8(h)(2)(D)  retjuires 
that  the  Agency  consider  “available 
information  concerning  the  cumulative 
effects  of  a  particular  j)esticide's 
residues"  and  “other  substances  that 
have  a  common  mechanism  of  toxicitv.  ” 

EPA  performs  a  number  of  analyses  to 
determine  the  risks  from  aggregate 
exj)osure  to  pesticide  residues.  First. 

EPA  determines  the  toxicity  of 
pesticides.  Second.  EPA  examines 
exposure  to  the  ])e.sticide  through  food, 
drinking  water,  and  through  otluir 
exposures  that  occur  as  a  result  of 
]jesticide  use  in  residential  .settings. 

III.  Toxicological  Profile 

(Consistent  with  I'FDCA  section 
4()8(I))(2)(D).  FCPA  has  reviewed  the 
available  scientific  data  and  other 
relevant  information  in  support  of  this 
action  and  considered  its  validitv. 
completene.ss  and  reliability,  and  the 
relation.ship  of  this  information  to 
human  risk.  EPA  has  also  considered 
available  information  concerning  the 
variability  of  the  .sensitivities  of  major 
identifiable  subgroups  of  consumers, 
inc:luding  infants  and  children. 

A.  Product  Characterization  Overview 

Acetolactate  .synthase  (AES)  protein, 
akso  known  as  acetohydroxyacid 
.synthase  (ADAS),  is  a  key  enzyme  that 
catalyzes  the  first  common  .step  in  the 
bio.synthesis  of  the  es.sential  hranched- 
chain  amino  acids,  and  is  obligatorv  for 
plant  development.  The  gene  that 
encodes  the  CM-HRA  jirotein,  gm-hra, 
is  derived  from  the  gm-u/.s  /  gene,  a 
naturallv  occurring  sovbean  gene  that 
encodes  for  acetolactate  .synthase  1  (CM- 
AES  1)  jirotein.  Changes  were  made  in 
the  DNA  gene  .serjuence  for  gm-als  I  to 
|)roduce  gm-hra.  The  modified  gene  was 
then  introduc:ed  into  the  plant’s  genome 
through  particle  bombardment  (with  the 
PHP3()987A  fragment).  The  CM-HRA 
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protein  is  (i()4  amino  acids  in  length, 
with  a  predicted  molecnlar  weight  of  (i.'i 
kilodaltons  (kDa),  and  is  >U9% 
homologous  with  the  native  GM-ALS  1 
jnotein  j)roduce(l  in  soybeans.  This 
minor  modification  ot  the  endogenous 
GM-AI..S  1  protein  to  (iM-llRA  protein 
yields  an  enzvme  that  is  resistant  to 
Al.S-inhihif  ing  herhicid(;s.  Tims,  the 
GM-llRA  protein  will  he  useful  as  a 
selectable  mark(!r  in  soybean 
transformation  events.  As  part  of  a 
g(!netic  construct  introduccul  into  a 
plant’s  genome.  GM-llRA  itself  does  not 
have  insecticidal  activity  and  is 
therefore  fnnctionallv  inert  as  j)art  of  a 
Fll’.  Potentially.  (iM-IIRA  also  might 
.serve  as  an  herbicide-tolerant  trait  in 
soybeans,  a  use  over  which  the  U.S. 
Department  of  Agriculture  (IISDA)  has 
separate  regulatory  jurisdiction. 

R.  Mdinnuilian  ToxicHv  Assfissnient 

DuPont  Pioneer,  has  submitted  acute 
oral  to.xicity  data  demon.strating  the  lack 
of  mammalian  toxicity  at  relatively  high 
levels  of  exposure  to  the  inire  GM-HRA 
])rotein.  Thesi?  data  demonstrate  the 
.safety  of  the  product  at  a  level  well 
above  maximum  po.s.sit)le  exposnn; 
levels  that  are  nuisonahly  anticipated  in 
the  crop  (Red.  1 ). 

An  acute  oral  toxicitv  study  in  mice 
indicatiMl  that  GM-liRA  is  nontoxic 
(Ref.  2).  Two  groups  of  five  males  and 
five  females  mice  wen;  orallv  dosed  (via 
gavage)  with  2.000  milligrams/kilograms 
body  weight  (mg/kg  hwt)  of  the  te.st 
substance,  a  hiochemicallv  and 
functionally  (;(puvalent.  microhially 
|)roduced  GM-lIRA  jerotein.  'I’here  were 
no  adverse  clinical  signs  or  findings  at 
necropsy  in  the  tc;st  animals. 

When  j)roteins  are  toxic,  they  are 
known  to  act  via  acute  mc;chani.sm.s  and 
at  very  low  dose  levels  (Ref.  3).  Since  no 
acute  oral  eff(;cts  were  shown  to  he 
cau.si;d  by  GM-HRA.  e\'en  at  relati\'ely 
high  do.se  k;vels  (up  to  2.000  mg/kg 
hwt).  the  (iM-HRA  protein  is  not 
considc;red  to  he  toxic.  In  su|)])ort  of  this 
conclusion,  amino  acid  secjnence 
comjjarisons  between  the  GM-HRA 
jn'otein  and  known  toxic  ju'oteins  in 
protein  databases  found  no  similariti(;s 
that  would  contradict  the  results  of  the 
acute  oral  study. 

G.  All(n'g(uii(:itv  Assassnitinl 
Since  (jM-HRA  is  a  protein, 
allergenic  sensitivities  were  considered, 
(lurrently.  no  d(;finitive  tc;.sts  exist  for 
det(;rmining  the  allergenic  pot(;ntial  of 
novel  proteins.  (Current  scientific 
knowledge  suggests  that  common  food 
all{;rgen.s  tend  to  he  r(;sistant  to 
dc;gradation  by  acid  and  prott;a.sc;s;  tlu;y 
akso  may  he  glycosylated,  and  are 
present  at  high  concentrations  in  food. 


Using  a  “weight-of-evidence”  a])i)roach, 
FPA  considered  the  source  of  the  trait, 
amino  acid  .secjnence  similarity  with 
known  allergens,  its  i)reval(;nce  in  food, 
and  biochemical  i)ro])ertic;.s  of  tin; 

])rotein,  including  in  vitro  digestibility 
in  simulated  gastric  fluid  (SGF).  and 
glvco.sylation  (Ref.  4).  The  r(;sult.s  of  the 
FPA’s  analysis  are  as  follows: 

1.  Sourco  of  Iho  trait.  I'he  donor 
organism  is  (iivcino  max  (soyh(;an], 
which  has  an  endogenous  gem;  (gm-u/.s 
/)  that  encodes  for  ac(;tolactate  synthase; 

I  (GM-ALS  I)  |)rotein.  Although  soybean 
is  one  of  the  major  food  allergcais,  none 
of  the  known  soy  allergens  is  a  member 
of  the  ALS  ])rotein  family,  including 
At.S  j)rotein.  ALS  enzymes  are  widely 
distributed  in  nature,  and  u/.s  genes  have 
been  isolated  from  bacteria,  fungi,  algae 
and  ])lants  (Refs,  .'j,  (i,  7.  and  8).  Amino 
acid  secjuencing  (BLASTl’  analysis) 
yielded  12,4.'jl  structurally  or 
functionally  r(;lated  })rotein  acce.ssions 
(Ref.  n).The  gm-/iro  gene,  coding  for  the 
l)ro|)o.sed  PIP  inert  ingredic;nt  GM-HRA 
])rotein,  was  |)roduced  by  transforming 
the  naturally  occurring,  herhicide- 
s(;n.sitiv(;  •>in-als  I  gem;tic  .s(;(juence.  The 
new  gem;  was  introduced  into  the  |)lant, 
and  the  ri;.sulting  h(;rbicide-toli;rant 
GM-HRA  |)rotein  differs  from  the  AL.S 
I  |)rot(;in  by  only  two  amino  acids.  Both 
of  the  two  amino  ac:id  substitutions  in 
GM-HRA  an;  already  |)r(;sent  in 
commercially  available  croj)  varieties 
(.sovl)(;an.  sunflower,  maize,  and  canola 
(Refs.  It).  11.  12  and  1.3))  that  are 
naturally  tolerant  to  ALS-inhihiting 
herbicicles. 

2.  Amino  acid  sequence.  A 
comj)ari.son  of  the  amino  acid  secjnence 
of  GM-HRA  with  known  allc;rgc;ns 
found  no  .signiric;ant  overall  sc;cjuc;m:c; 
similarity  or  identity  at  the  lc;vel  of  eight 
contiguous  amino  ac;icl  rc;siduc;s.  the 
level  of  sensitivity  needed  to  ck;tc;c:t 
j)C)tential  allergens. 

3.  Prevalence  in  food.  ALS  enzymes 
have  been  jjart  of  the  human  dic;t  by 
virtue  of  their  j)rc;.sc;nce  in  soyhc;ans  and 
other  commc;rc:ial  food  c:roj).s  (soybean, 
maize,  wheat,  rice,  and  c:anc)la).  Some  of 
thc;.sc;  enzymes  c:ontain  natural 
mutations  that  incdmlc;  the  same  two 
amino  acid  substitutions  as  GM-HRA 
j)rotc;in  that  rc;nck;r  them  tc)lc;rant  to 
ALS-inhihiting  hc;rl)icidc;s  (Ref.  12),  and 
no  ALS-rc;latc;cl  food  alk;rgic;.s  have  I)c;c;n 
rc;j)ortc;ci. 

4.  Pti^estibility.  The  GM-HRA  jjiotein 
was  raiiidly  digested  (in  k;ss  than  30 
.sc;c.oncls)  in  simidated  mammalian 
ga.stric;  fluid  (whic;h  has  a  highly  acidic: 
j)H  of  1.2  and  im:luck;.s  the  j)rc)tc;in 
cligc;sting  enzyme,  j)c;j).sin,  found  in 
ga.stric:  fluid)  after  inc;nhatic)n  at  37  °(;. 

.3.  Cilvcosvlation.  The  GM-HRA 
I)rotein  c;xj)re.s.sc;d  in  soybean  is  not 


glyc:c)sylatc;cl.  Gonsick;ring  all  of  the 
available  information.  EPA  has 
c.onc:luck;d  that  the  jjotential  for  (iM- 
HRA  to  he  a  food  alk;rgc;n  is  minimal. 

IV.  Aggregate  Exj)o.siires 

In  c;xamining  aggrc;gatc;  exjjosnrc;, 
FFDGA  sc;c:tion  408  clirc;c:ts  EPA  to 
c;onsick;r  availal)lc;  information 
c:onc:c;rning  c;xi)o.surc;s  from  the  j)c;.stic:iclc; 
rc;.sicluc;  in  food  and  all  other  non- 
oc:c:uj)ational  c;xj)c)surc;s.  inc:lucling 
drinking  water  from  ground  water  or 
suriac:c;  water  and  c;xj)o.surc;  through 
j)c;stic:ick;  use  in  gardens,  lawns,  or 
l)uiklings  (residential  and  other  indoor 
usc;s). 

The  Agc;nc;y  has  cc)nsiclc;red  available 
information  on  the  aggregate  exjjosure 
k;vc;ls  of  c:c)nsumc;rs  and  major 
identifiable  suhgroujjs  of  c:onsumers, 
inc:lucling  infants  and  c;hiklrc;n,  to  the 
j)rc)j)o.secl  jjesticicle  PIP  inc;rt  residue, 
GM-HRA  jnotein,  and  to  other  related 
sul)stanc:c;s.  This  j)rc)tc;in  is  an  enzyme; 
j)rc)clucc;cl  in  .sc)yhc;an  by  a  gc;nc;  that  was 
gc;nc;tic:ally  derived  from  a  naturally 
oc:c:urring  soylwan  gene  that  c;nc;ock;s  an 
hc;rhic:ick;-,sc;n.sitive  ALS  enzyme.  The 
altc;rc;d  gene  is  rc;insc;rtc;d  into  sovhc;an, 
and  the  residting  GM-HRA  jirotein  has 
grc;atc;r  than  99%  similarity  with  the 
natural  hc;rl)ic;iclc;-sc;nsitivc;  j)rotc;in 
c;nzynic;.  differing  only  in  two  amino 
ac;icls  (Rc;f.  13).  Thc;sc;  minor  c:hangc;.s 
confer  rc;si.stanc;c;  of  the  enzyme;  to 
hc;rl)ic:iclal  i)c;stic:ick;s  that  inhibit  ALS 
enzymes,  which  is  what  allows  the  GM- 
HRA  ])rotc;in  to  he  u.secf  as  a  selec’.tahk; 
hc;rl)ic:ick;-tok;rant  marker  in  sc)yl)c;an 
transformation  evcaits.  The  two  amino 
ac:icl  substitutions  found  in  the 
laigineered  GM-HRA  j)rotc;in  also  c)c:cur 
as  natural  mutations  in  othc;r 
c:ommc;rc:ially  available.  non-gc;nc;tic:ally 
modified  c:roj)  varieties  that  are  tolerant 
to  ALS-inhihiting  hc;rhic:ick;s.  and  thus 
human  c;xj)osnrc;  to  the  naturally 
c)c:c:urring  jjrotein.  in  addition  to  the 
j)ro];osc;cl  I’lP  inert,  is  anticij)atc;cl.  The 
only  route  of  human  exjJosure  that  is 
likc;ly,  however,  is  through  the  human 
clic;t.  .sinc:c;  the  jirojiosecl  PIP  inc;rt 
ingredient  (ancl  the  related  naturally 
oc;c:urring  ALS  c;nzymc;s)  is  contained 
within  j)lant  c:c;lls,  whic:h  rc;chu:c;s 
jjotential  human  exj)osurc;  via  other 
routes  to  nc;gligihk;.  Exj)c).surc;  via 
residential  or  lawn  use  is  not  c;xi)c;c:tc;ci 
bc;c:ausc;  the  intc;nck;d  use  sites  arc;  all 
;cgric:ulturaL  'riiough  highly  unlikely, 
shoidcl  residues  of  GM-HRA  aj)j)c;ar  in 
drinking  water  as  a  rc;sult  of  its  use  as 
a  Pll’  inc;rt  ingrc;clic;nt  in  sc)vhc;an,  the 
risk  to  humans  would  he;  vc;ry  unlikely, 
based  on  the  jirotein’s  lac;k  of 
mammalian  toxic:ity  demonstrated  in 
the  acute  oral  toxic;ity  study  ancl  the 
lack  of  amino  ac;icl  similarity  with 
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known  jn'otein  toxins  and  allergens  (see 
Unit  111). 

V.  Uiiniiilalive  Effects  From  Substances 
With  a  Uommon  Mechanism  of  Toxicity 

Section  4()8(l))(2)(D)(v)  of  FFDUA 
rtuinires  that,  wlien  considering  wl'.ether 
to  (;slal)li.sh,  modify,  or  rcwoke  a 
tolerance,  the  Agency  consider 
“available  information’’  conc:erning  the 
cnmnlative  effects  of  a  |)articnlar 
j)(;sticide’s  iHJsidims  and  “otluir 
substances  that  have  a  common 
mechanism  of  toxicity.” 

Ba.sed  on  the  results  of  acute  toxicitv 
testing,  EFA  concluded  that  the 
proj)o.sed  FIF  inert.  GM-llRA,  is  not 
toxic.  EFA  also  concluded  that  no  toxic 
or  allergenic  metabolites  are  produced 
in  soyh(!an  or  other  edible  crops  from 
the  activity  of  this  catabolic  enzyme.  In 
addition,  GM-llRA  as  encoded  by  the 
<’in-hr(i  gene  was  previously  ex'aluated 
for  its  .safety  by  the  U.S.  Food  and  Drug 
Administration  (f’DA)  in  two  other 
transgenic  soybean  events.  In  one  event, 
the  gene  was  modified  to  produce  high 
oleic  soybean  oil  (OEGD  Unicpie  ID  No. 
DF— 30.'j423-1),  and  the  other  provided 
glyphosate  and  ALS-inhihiting 
herbicide  tohirance  (OEGD  Unicpie  ID 
No.  DF-3.'j()043-.'S)  (Ref.s.l4  and  l.'i). 
Based  upon  the  information  submitted, 
FDA  concluded  that  the  .safety  jirofiles 
of  these  sovhean  events,  the  (iM-llRA 
protein  were  not  materially  different 
from  that  of  other  marketed  soybean 
varieties,  and  no  .safety  concerns  with 
the  protein  were  identified  (Refs.  Hi  and 
17). 

EFA  concludes  that  there  are  no 
cumulative  effects  a.ssociated  with  GM- 
IIRA  exjiected  from  the  projiosed  use  as 
a  FIF  inert  ingredient  in  soybean.  For 
information  regarding  EFA’s  efforts  to 
determine  which  chemicals  have  a 
common  mechanism  of  toxicitv  and  to 
evaluate  the  cumulative  effects  of  such 
chemicals,  see  EFA’s  Web  site  at  http:// 
WWW’. Hpa. gov/pest  icichs/cuiunhitive;. 

VI.  Determination  of  Safety  for  U.S. 
Population,  Infants  and  (ihildren 

The  data  submitted  and  cited 
regarding  ])otential  health  effects  for  the 
GM-llRA  protein  include  the 
characterization  of  the  exjnessed  (JM- 
HRA  protein  in  soybean,  as  well  as  the 
acute  oral  toxicity,  amino  acid  secpience 
comparisons,  and  in  vitro  digestihilitv 
study.  The  results  of  these  studies  were 
used  to  evaluate  human  risk,  and  the 
validity,  completeness,  and  reliability  of 
the  available  data  from  the  studies  was 
considered. 

As  discussed  in  unit  111.  the  acute  oral 
toxicity  data  submitted  su])port.s  the 
prediction  that  the  GM-flRA  protein 
would  be  nontoxic  to  humans. 


Moreover,  amino  acid  scupience  analysis 
demon.strated  that  GM-HRA  was  not 
similar  to  any  known  protein  toxin  or 
allergen.  Other  data  considered  as  part 
of  the  allergenicity  a.sse.ssment  included; 
The  structural  and  functional  similaritv 
ofCiM-llRA  ])rotein  with  naturally 
occurring  AES  proteins  from  soybean 
and  other  food  crops;  the  AES  proteins 
are  not  associated  with  food 
allergenicity:  the  protein  ra])idlv 
degraded  in  the  highly  acidic 
digestibility  study;  and  (iM-llRA 
protein  not  glycosylated  when 
ex])r(5ssed  in  the  plant.  (JM-llRA 
protein  is  therefore  not  expected  to  be 
a  human  allergen. 

Finally,  and  .spec;ifically  with  regard 
to  infants  and  children,  FFDGA  section 
4()8(h)(2)(G)  provides  that  EFA  shall 
asse.ss  the  available  information  about 
consumption  j)attern.s  among  infants 
and  children,  .s[)ecial  susceptibility  of 
infants  and  childnm  to  pesticide 
chemical  residues,  and  the  cumulative 
(dfects  on  infants  and  children  of  the 
residues  and  other  substances  with  a 
common  mechanism  of  toxicitv.  In 
addition,  FFDGA  .section  4()8(r))(2)(G) 
provides  that  EFA  shall  applv  an 
additional  tenfold  margin  of  safety  for 
infants  and  children  in  the  case  of 
threshold  effects  to  account  for  ])renatal 
and  postnatal  toxicity  and  the 
completeness  of  the  data  base  unless 
EFA  determines  that  a  different  margin 
of  .safety  will  he  .safe  for  infants  and 
children. 

Ba.sed  on  its  review  and  consideration 
of  all  the  available  information,  the 
Agency  concludes  that  there  is  a 
reasonable  certaintv  that  no  harm  will 
resnll  to  the  U.S.  population,  including 
infants  and  childrim,  from  aggregate 
exposure  to  residues  of  the  (fM-ElRA 
jjrotein  and  the  genetic  material 
necessary  for  its  production  when  used 
as  a  FIF  inert  ingredient  in  or  on  food 
and  feed  commodities  of  sovhean.  This 
includes  all  anticipated  dietary 
exj)o.sure.s  and  all  other  ex])osnre,s  for 
which  there  is  reliable  information.  Tin; 
Agency  has  also  concluded,  for  the 
reasons  discussed  in  more  detail  above, 
that  there  are  no  threshold  effects  of 
concern  and,  as  a  resnlt,  that  an 
additional  margin  of  safety  for  infants 
and  children  is  imnecessarv  in  this 
instance. 

VIE  Other  (Considerations 

A.  Anoivticdl  Enforconumt  Methodology 

An  analytical  method  is  not  nujiiired 
for  enforcement  purposes  since  the 
Agency  is  e.stahlishing  an  exemption 
from  the  r(K|uirement  of  a  tolerance 
without  anv  numerical  limitation. 


B.  Internatiomil  Be.^idue  Limits 

In  making  its  tolerance  decisions,  EFA 
.seeks  to  harmonize  U.S.  tolerances  with 
international  standards  whenever 
possible,  consistent  with  U..S.  food 
.safety  standards  and  agricultural 
])ractices.  EFA  considers  the 
international  maximum  residue  limits 
(MREs)  established  by  the  (Codex 
Alinumtarius  (Commi.ssion  ((Codex),  as 
nujuired  by  FFD(CA  section  4()8(h)(4). 

The  (Coilex  Alimentarius  is  a  joint 
United  Nations  Food  and  Agricnlture 
Organization/World  1  lealth 
Organization  food  standards  program, 
and  it  is  recognized  as  an  international 
food  safety  standards-setting 
organization  in  trade  agreements  to 
which  the  United  States  is  a  party.  EFA 
may  establish  a  tolerance  that  is 
different  from  a  Godex  MRE:  however, 
FFD(CA  section  4()8(h)(4)  reqnirijs  that 
EFA  explain  the  reasons  for  dej)arting 
from  the  Godex  level. 

The  (CCodex  has  not  established  a  MRE 
for  G,M-HRA  protein  in  soybean. 

VIII.  (Conclusions 

Therefore,  an  exemption  from  the 
r(U]uirement  of  a  tohjrance  is  established 
for  residues  of  (Hvcine  max  herhic:ide- 
resistant  acetolactate  synthase  (CCM- 
IIRA)  enzvme  in  or  on  the  food  and  feed 
commodities  of  soybean  when  used  as 
a  plant-incor|)orated  jjrotectant  inert 
ingredient. 
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X.  Slatutory  and  Kxeoulive  Order 
Reviews 

This  final  rule  eslabli.shes  a  tolerance 
nn(i(!r  FFIXiA  .section  4(1H((1)  in 
res])onse  to  a  petition  snbnhtled  to  the 
Agency.  The  Office  of  Management  and 
Hudget  (()M13)  has  exempted  (he.se  tyjies 
of  actions  from  review  under  lixecutive 
Order  12H()(),  entitled  "Regulatory 
Planning  and  Review"  (.SH  FR  .SI  7:5.5, 
Octoher  4.  15)11:5).  Because  this  final  rule 
has  been  exempted  from  review  under 
Executive  Order  12H()().  this  final  rule  is 
not  subject  to  Executive  Order  i:5211, 
entitled  "Actions  Concerning 
Regulations  That  .Significantly  Affect 
Energy  .Supply,  Distiibution.  or  Use"  (HH 
FR  2H:5.5.5,  May  22,  2001)  or  Executive 
Order  i:504.5,  entitled  "Protection  of 
Children  from  Environmental  Health 
Risks  and  .Safety  Ri.sks"  (02  FR  10HH.5. 
April  2:5, 101)7).  This  final  ride  does  not 
contain  any  information  collections 
subject  to  OMB  ajiproval  under  the 
Pajierwork  Reduction  Act  (PRA).  44 
U..S.C.  :5.501  (d  set].,  nor  does  it  reipiire 
any  special  considerations  under 
Executive  Order  12(51)8,  entitled 
"Imderal  Actions  to  Addre.ss 
Environmental  justice  in  Minoritv 
Po|mlations  and  Low-Income 
Populations"  (.55)  FR  7021),  Fehruarv  10, 
101)4). 

.Since  tolerances  and  exemptions  that 
are  estahlished  on  the  basis  of  a  petition 
under  FFDCA  .section  4()8(d).  such  as 
the  tolerance  in  this  final  rule,  do  not 
reijuire  the  issuance  of  a  pi’oposed  rule, 
the  recpiirements  of  the  Regnlatorv 
Flexibility  Act  (RFA)  (5  IJ..S.C.  001  at 
seq.),  do  not  apply. 

This  final  ride  directly  regulates 
growei's,  food  processors,  food  handlers, 
and  food  retailers,  not  .States  or  tribes, 
nor  does  this  action  alter  the 
relationshijis  or  distribution  of  power 
and  responsibilities  established  hv 
Congress  in  the  preem])tion  ])rovisions 
of  FFDCA  section  4()8(n)(4).  As  such, 
the  Agency  has  determined  that  this 
action  will  not  have  a  substantial  direct 
effect  on  .States  or  tribal  governments, 
on  the  relationship  between  the  national 
govermnent  and  the  .States  or  tribal 
governments,  or  on  the  distrihntion  of 
j)ower  and  responsibilities  among  the 
various  levels  of  government  or  between 
the  Federal  Covin  innent  and  Indian 
tribes.  Thus,  the  Agency  has  determined 
that  Executive  Order  i:5i:52,  entitled 
"b’ederalism"  ((54  FR  4:5255,  August  10, 
IDDD)  and  Executive  Order  i:5175. 
entitled  "Consultation  and  Coordination 
with  Indian  Tribal  (Governments"  (05  FR 
07241),  November  5),  2()()())  do  not  ajijilv 
to  this  final  rule.  In  addition,  this  final 


rule  does  not  imjiose  any  enforceable 
duty  or  contain  any  unfunded  mandate 
as  de.scrihed  under  Title  11  of  the 
Unfunded  Mandates  Reform  Act  of  11)1)5 
(IJMRA)  (2  U.S.C.  1.501  cl  scq.). 

This  action  does  not  involve  any 
technical  standards  that  would  require 
Agency  consideration  of  voluntary 
consensus  standarils  pursuant  to  .section 
12(d)  of  the  National  Technology 
Transfer  and  Advancement  Act  of  11)5)5 
(NTTAA)  (15  U..S.C.  272  note). 

XI.  Congressional  Review  Act 

Pursuant  to  the  Congressional  Review 
Act  (5  IL.S.CG.  801  cl  set].].  EPA  will 
submit  a  report  containing  this  ride  and 
other  reijiiired  information  to  the  U..S. 
.Senate,  the  I  J..S.  House  of 
Re])i'esentatives,  and  the  Com])troller 
(General  of  the  United  .States  jirior  to 
publication  of  the  rule  in  the  Federal 
Regi.ster.  This  action  is  not  a  “major 
rule"  as  defined  by  5  U..S.C.  804(2). 

List  of  Sulijects  in  40  CFR  Part  174 

Environmental  ])rotection. 
Administrative  practice  and  procedure. 
Agricultural  commodities.  Pesticides 
and  pests.  Reporting  and  recordkeeping 
riupiirements. 

Dated:  |aiiiiary  17,  2018. 

Sloven  Hracllniry, 

Director,  Office  of  Pesticide  Programs. 

Therefore.  40  CFR  ch.qiter  I  is 
amended  as  follows: 

PART  174— [AMENDED] 

■  1 .  The  authority  citation  for  ])art  1 74 
continues  to  read  as  follows: 

Authority:  21  IJ..S.C.  821((i).  840a  and  871. 

■  2.  Add  ^  174.5:5:5  to  snhpart  \V  to  read 
as  follows: 

§  174.533  Glycine  max  Herbicide-Resistant 
Acetolactate  Synthase  (GM-HRA)  inert 
ingredient;  exemption  from  the  requirement 
of  a  tolerance. 

Residues  of  GIvcinc  nuix  herbicide- 
resistant  cicetolactate  svnthase  ((GM- 
HRA)  enzyme  in  or  on  the  food  and  feed 
commodities  of  soyhinm  are  exenqit 
from  the  reiiuirement  of  a  tolerance 
when  used  as  a  plant-incor])orated 
protectant  inert  ingredient. 

IFK  Doc.  2l)i:(-l)2(i<(<(  Fil(!(l  2-7-i:(:  8:45  iiin| 
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ENVIRONMENTAL  PROTECTION 
AGENCY 

40CFR  Part  180 

[EPA-HQ-OPP-2010-0916;  FRL-9376-9] 

Hexythiazox;  Pesticide  Tolerances 

AGENCY;  Fnvironmenlal  Protection 
Agency  (EPA). 

ACTION;  Final  rule. 

SUMMARY;  This  regulation  establishes 
tolerances  lor  residues  of  hexythiazox  in 
or  on  alfalfa  and  timothy,  (iowan 
(loinpany  reciuested  these  toleranc(;s 
under  the  Federal  Food.  Drug,  and 
Cosmetic  Act  (FFDCA). 

DATES;  This  regidation  is  effectiye 
Fehruary  8,  2U13.  Objections  and 
nuiuests  for  hearings  must  be  receiyed 
on  or  before  A])ril  9,  2013.  and  must  h(! 
filed  in  accordance  with  the  instructions 
])royid(Kl  in  40  CFR  part  178  (s(;e  also 
Unit  l.C.  of  the  SUPPLEMENTARY 
INFORMATION). 

ADDRESSES;  The  docket  for  this  action, 
identified  by  docket  idcmtification  (ID) 
number  EPA-HQ-{)PP-201  0-0010,  is 
ayailable  at  ht1})://\\’\v\\’.n;giil(t1  ions. gov 
or  at  the  Office  of  Pesticide  Programs 
Rcigulatory  Public  DocTct  (OPP  Docket) 
in  the  Fnyironmental  Protection  Agc:nc:y 
Docket  Ccaiter  (Fi^A/DC),  FPA  West 
bldg.,  Rm.  3334,  1301  Constitution  Aye. 
NW..  Washington,  D(i  20400-0001.  The 
Public:  Residing  Room  is  o])en  from  8:30 
a.m.  to  4:30  )).m.,  Monday  through 
Friday,  cixclucling  Icigal  holidays.  The; 
telephone  numl)c;r  for  the  Public: 

Reading  Room  is  (202)  .'500-1744.  and 
the  telc;])hone  number  for  the  OPP 
Doc:ket  is  (703)  30.'5-.'580.'5.  Plc;ase  reyiew 
the  yisitor  instructions  and  additional 
information  about  the  cloc:ket  ayailable 
at  htlp ;/ /www.epo .gov/ dockets. 

FOR  FURTHER  INFORMATION  CONTACT;  Olga 
Odiott,  Regi.stration  Diyision  (7.'50,')P). 
Office  of  Pesticide  Programs. 
Fnyironmental  Protc;c:tion  Agenc:y,  1200 
Pc;nn.sylyania  Aye.  NW.,  Washington, 

DC  20400-0001;  telc;])hc)ne  number: 

(703)  308-9309;  c;mail  addre.ss: 
odiott.olgo@epo.gov. 

SUPPLEMENTARY  INFORMATION: 

I.  General  Information 

A.  Does  tills  action  ojyply  to  me? 

You  may  be  j)otentially  ;dfc;c:lecl  by 
this  action  if  yon  are  an  agricadtural 
prc)duc;er,  food  manidac:turc;r,  or 
pestic:icle  manufac;turer.  The  following 
list  of  North  Americ:an  Indnstrial 
Clas.sific:ation  System  (NAIC.S)  codexs  is 
not  intended  to  he  exhaustiye,  hut  rather 
proyicles  a  ginde  to  helj)  readc;rs 
clc;tc;rmine  whethc;r  this  dc)c;ument 


applic;s  to  them.  Potentially  affec:tecl 
entitic;s  may  inc:lude: 

•  Cro})  ])rc)cluc;tion  (NAIC.S  c:oclc;  111). 

•  Animal  procluc;tion  (NAIC.S  c:c)cle 
112). 

•  Food  manufacturing  (NAKkS  c:c)de 
311). 

•  Pc;stic;icle  manufac:turing  (NAKkS 
c;c)cle  32.'532). 

B.  How  con  I  get  electronic  access  to 
other  related  information? 

You  may  ac;c:c;.ss  a  frc;c]uc;ntly  upclatc;cl 
elc;c:tronic:  yersion  of  FPA’s  toleranc:e 
regidations  at  40  CFR  part  180  through 
the  Coyernment  Printing  ()ffic:e’s  e-C,FR 
site  at  http://www.ecfr.gov/cgi-bin/text- 
idx  ?&■(:= ecfi'M  pl=/ ecfrbro  i  vse/T it  ie4  ()/ 
4()tah_()2.ipl.  If  OCSId’  tc;st  guidelines 
are  c:itecl,  in.sert  the  following:  To  ac:c;c;s.s 
the  OC.SPP  test  guidelines  refc;rc;nc;ecl  in 
this  cloc:ument  elec;tronic:ally,  please  go 
to  http://www.epa.gov/ocspp  and  .selc;c:t 
“Test  Methods  and  Cuiclelinc:,s.” 

C.  How  can  I  file  an  objection  or  hearing 
recpiest? 

Unclc;r  FFDCA  .sc;c:tic)n  408(g),  21 
IJ..S.C,.  34(5a,  any  ])ersc)n  may  file  an 
c)hjec:tion  to  any  aspc;c:t  of  this  rc;gulatic)n 
and  may  also  rc;ciuest  a  hc;aring  on  those 
ol)jec:tic)ns.  You  must  file;  your  c)hjc;c:tic)n 
or  recpiest  a  hearing  on  this  rc;gulatic)n 
in  ac:c;c)rclanc;e  with  the  in,struc:tions 
proyided  in  40  (ik’R  part  178.  To  c;nsurc; 
prc)])er  rc;c:ei])t  by  liPA,  you  must 
identify  cloc:kc;t  ID  numlier  FPA-IIQ- 
()PP-201 0-0910  in  the  sul)jc;c;t  line  on 
the  first  page  of  your  submission.  All 
c)l)jc;c:tic)ns  and  rc;cpic;sts  for  a  hc;aring 
must  he;  in  writing,  and  must  he 
rc;c;c;iyc;d  by  the;  1  lc;aring  Cderk  on  or 
before  A])ril  9,  2013.  Aclclrc;.s.sc;.s  for  mail 
and  hand  cleliyery  of  ohjec;lic)ns  and 
hearing  recpic;sts  are  proyided  in  40  (iFR 
178.2.5(b). 

In  addition  to  filing  an  objec:tion  or 
hearing  rc;cpiest  with  the  Hearing  Clc;rk 
as  clc;.sc;ribc;d  in  40  CFR  part  178,  plc;a.sc; 
submit  a  cojiy  of  the  filing  (excluding 
any  Confidential  Businciss  Information 
(Cbl))  for  inclusion  in  the  jnihlic  doc:ket. 
Information  not  marked  c:onficlc;ntiaI 
pursuant  to  40  CP’R  ])art  2  may  he; 
cii.sc:losc;cl  jmhlicly  by  FPA  without  prior 
nc)tic:c;.  .Sulnnit  the  non-CBI  c;c)py  of  your 
c)l)jec;tic)n  or  hc;aring  recpiest.  ideutified 
by  clc)c;kc;t  ID  number  FPA-IIQ-OPP- 
2010-0910,  by  one  of  the;  following 
methods: 

•  Federal  eBnIemaking  Portal:  http:// 
www.regulations.gov.  Follow  the  online 
in.struc:tic)n.s  for  submitting  c:ommc;nts. 
Do  not  submit  c;lc;c:trc)nic;ally  any 
information  you  c:on.siclc;r  to  be 
Cc)niick;ntial  Businc;.ss  Information  (CBl) 
or  other  information  whose  clisc;losurc;  is 
rc;stric:tc;cl  by  .statute. 


•  Mail:  (IPP  Dc)c:kc;t.  Fnyironmc;ntal 
Prc)tc;c:tion  Agc;nc:y  Dc)c;ket  Centc;r  (FPA/ 
DC).  (28221'!'),  1200  Pennsylyania  Aye;. 
NW..  Washiimtcm,  DC  20400-0001. 

•  Hand  Deliverv:  'I'o  make  spc;c;ial 
arrangements  for  hand  cleliyery  or 
cleliyery  of  l)oxc;cl  information.  j)lc;a.sc; 
follow  the  instruc;tions  at  http:// 
www.epa.gov/dockets/contacts.htm. 
Additional  in.struc:tion.s  on  c:ommenting 
or  yisiting  the  cloc:kc;t.  along  with  more 
information  about  cic)c:kc;t.s  gc;nerally,  is 
ayailable  at  http://www.epa.gov/ 
dockets. 

II.  Summary  of  Petitioned-For 
Tolerance 

In  the  Fedciral  Register  of  Marc:h  14. 
2012  (77  FR  15012)  (FRL-933.5-9).  FPA 
issued  a  clc)c;umc;nt  pursuant  to  FF'DCA 
sc;c;tic)n  408(d)(3),  21  II.S.C.  340a(d)(3). 
announc;ing  the  filing  of  a  j)c;stic:idc; 
petition  (PP  1F7934)  by  Cowan 
Company,  370  South  Main  Strc;c;t. 

Yuma.  AZ  853()4.  The  pc;titic)n 
rc;cpic;.stc;d  that  40  (iFR  180.448  he 
amcaided  by  estahli.shing  tc)lc;ranc;c;s  for 
rc;.sicluc;s  of  the  in.sc;c:tic:idc;  hc;xythiazc)x 
(tran.s-5-(4-c:hlorc)phc;nyl)-A'-c;yc;lc)hc;xyl- 
4-mc;thyl-2-c)xothiazoliclinc;-3- 
c:arhc)xamiclc;)  and  its  mc;tahc)litc;s 
c:c)ntaining  the  (4-c:hlorc)phc;nyl)-4- 
mc;thyl-2-oxc)-3-thiazolidinc;  moiety,  in 
or  on  whc;at.  forage;  at  3.0  ])art.s  per 
million  (]jpm):  whc;al,  hay  at  30  ])j)m: 
whc;at,  grain  at  0.02  ppm;  whc;at,  straw 
at  7.0  ppm;  alfalfa,  forage  at  7.0  pj)m; 
alfalfa,  hay  at  14  ppm;  timothy,  forage 
at  35  ppm:  and  timothy,  hay  at  17  ppm. 
'Fhat  cloc;unu;nt  rc;fc;rc;nc:c;ci  a  summary  of 
the  petition  pre])arc;cl  by  Cowan 
(Company,  the  rc;gi.strant.  whic;h  is 
ayailable  in  the  doc;ket.  http:// 
www.regidations.gov.  There  were  no 
c;omment.s  rc;c:eiyeci  in  respon.se  to  the 
notice  of  filing. 

Ba.secl  on  EPA’s  reyiew  of  the  data 
.sup])orting  the  petition,  Cowan 
Coini)any  reyised  their  petition  (PP 
1F7934)  as  follows: 

i.  By  inc;rc;asing  the  proposed 
tolc;ranc:c;.s  for  alfalfa,  forage;  alfalfa,  hay; 
timothy  forage;  and  timothy,  hay; 

ii.  By  deleting  the  proposed  tc)lc;ranc;c;.s 
for  whc;at  c:ommc)clitic;s; 

iii.  By  adding  a  rc;c]uc:st  for  an  inc:rc;asc; 
in  the  c;.stal)lishc;d  tc)lc;ranc;c;s  for  c:attlc;, 
fat;  goat,  fat;  horse  fat;  shc;c;p  fat;  and 
milk; 

iy.  By  adding  a  rc;ciuc;.st  for  an  inc:rc;a.sc; 
in  the  c;stal)lishc;cl  tolc;ranc;c;s  for  c:attlc; 
meat  l)yprocluc:ts;  goat.  nu;at  hy])rocluc:t.s; 
horse,  mc;at  l)yprocluc:ts;  and  shc;c;p, 
mc;at  l)y])rc)cluc:ts;  and; 

y.  By  ])ropc).sing  tolc;ranc:c;s  for  poultry, 
fat;  and  poultry.  mc;at  l)yprc)cluc:t.s;  and 

The  rc;a.sc)n.s  for  the.se;  c;hangc;s  arc; 
c;xplainc;d  in  Unit  IV. D. 
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III.  Aggregate  Risk  Assessment  and 
l)(>lermination  of  Safely 

Section  4()8(l)){2)(A)(i)  of  FFDCA 
allows  1'8’A  to  establish  a  tolerance  (the 
legal  limit  for  a  ])estici(i(;  chemical 
residue  in  or  on  a  food)  onlv  if  f8’A 
determines  that  the  tolerance;  is  “safe." 
Si'clion  4()8(h)(2)(A)(ii)  of  FFIK’.A 
defines  "safe”  to  mean  that  "there  is  a 
reasonahle  cerlainlv  that  no  harm  will 
r(;snlt  from  aggregate  (;x))osure  to  the 
|)(;stici(le  chemical  residm;,  including 
all  antici{)at(;d  dietary  exposures  and  all 
other  ex})osnres  for  which  there  is 
reliable  information."  This  incln(l(;s 
(;xj)osur(;  through  drinking  water  and  in 
r(;sidential  settings,  hut  does  not  include 
occupational  exposure.  Section 
4()H(h){2)(C)  of  FFDCiA  retpiires  ERA  to 
give  special  consideration  to  exposure 
of  infants  and  children  to  the  pe.sticide 
chemical  residue  in  establishing  a 
tolerance  and  to  “ensure  that  then;  is  a 
reasonahle  certainty  that  no  harm  will 
result  to  infants  and  children  from 
aggr(;gat(;  exposure  to  the  pesticide 
chemical  residue  *  *  *." 

Consistent  with  Fh'DCA  section 
4l)8(h)(2)(l)).  and  the  factors  specifi(;d  in 
FFDCA  section  4()8(h){2)(D).  ERA  has 
r(;viewe(i  the  availahh;  scientific  data 
and  oth(;r  r(;levant  information  in 
.sui)j)ort  of  this  action.  ERA  has 
sufllcicait  data  to  asse.ss  the  hazards  of 
and  to  mak(;  a  determination  on 
aggregate;  exposure  for  hexvthiazox 
including  {;xposure  r(;sulting  from  the; 
toleranci;s  established  hv  this  action. 
Id’A’s  asse.ssment  of  ex])osures  and  risks 
associated  with  h(;xvthiazox  follows. 

A.  Toxicolof’icdl  Profile 

El’A  has  (;valuated  the  available 
toxicity  data  and  considered  its  validity. 
comi)leteness.  and  reliahilitv  as  well  as 
the  relationshi])  of  the  results  of  the 
.studies  to  human  risk.  ERA  has  also 


consid(;re(l  available  information 
concerning  the  variability  of  the 
s(;nsitivities  of  major  i(l(;ntifiahl{; 
subgroups  of  consnm(;rs.  including 
infants  and  chil(lr(;n.  The  toxicitv 
(lataha.se;  for  hexythiazox  is  compl(;te. 
Hexythiaze)x  has  low  acute  toxicity  by 
the  oral,  dermal  and  inhalation  routes  e)f 
exjjosnn;.  It  prodnc(;s  mild  (;y(; 
irritation,  is  not  a  d(;rmal  irritant,  and  is 
ni;gative  for  dermal  sensitization. 
Hexythiazox  is  as.sociat(;d  with  toxicity 
of  the  liv(;rand  adr(;nals  following 
suhchronic  and  chronic  exposure  to 
dogs,  rats  and  mice,  with  the  dog  being 
the  most  .sensitive  species.  The  prenatal 
developmental  studies  in  rahhits  and 
rats  and  the  two-generation 
reproduction  study  in  rats  showed  no 
indication  of  increased  susce])tihilitv  to 
in  uievo  and/or  postnatal  exposure;  to 
hexythiazox.  Reproductive  toxicitv  was 
not  observed.  There  is  no  concern  for 
imnumotoxicity  or  neurotoxicitv 
following  (;xposnr(;  to  he.xythiazox.  The 
toxicology  database  for  hexythiazox 
does  not  show  any  evidence  of 
tr(;atment-related  (;ffects  on  the  immniK; 
sy.stem.  Hexythiazox  is  classiiii;d  as 
“likely  to  hi;  carcinogenic  to  hnmans”: 
howi;ver,  the  (;vid(;nce  as  a  whole  is  not 
strong  enough  to  warrant  a  ipiantitativi; 
e.stimation  of  human  risk.  Since  the 
ellects  ,se(;n  in  thi;  study  that  serv(;s  as 
the  basis  for  the  chronic  KfH  occurred 
at  do.s(;s  suhstantially  below  the  lowest 
do.si;  that  induced  tumors,  the  chronic 
Ril)  is  considered  protectivi;  of  all 
chronic  effects  including  potential 
carcinog(;nicity. 

S])ecific  information  on  the  studies 
r(;ceived  and  the  nature  of  the  adverse 
effects  caused  by  hexythiazox  as  well  as 
the  no-ohserved-advers(;-effect-level 
(NOAEL)  and  the  lowest-ohserved- 
adverse-effect-level  (EOAEL)  from  the 
toxicity  .studies  can  he  found  at  hitp:// 


\\  \\  \v.re<’iiloli()ns.<>o\'  in  document 
“Hexythiazox.  Human  Health  Risk 
A.sses.sm(;nt  to  .Sup])ort  New  llsi;.s  on 
Alfalfa  and  Timothv”  in  docket  11) 
number  ERA-HQ-6RR-2()l(M)‘)1(i. 

I).  Toxicological  Points  of  najHirlnrc/ 
Ij;\'(;Is  of  Concern 

Once  a  pesticide’s  toxicological 
profile  is  determined,  I'lRA  id(;ntifie.s 
toxicological  i)oints  of  departure  (ROD) 
and  levels  of  concern  to  use  in 
evaluating  the  risk  ])o.sed  by  human 
(;xpo.sur(;  to  the  pe.sticide.  For  hazards 
that  have  a  threshold  h(;low  which  then; 
is  no  appreciable  risk,  the  toxicological 
ROD  is  used  as  the  basis  for  derivation 
of  reference  values  for  risk  assessment. 
RODs  are  developed  based  on  a  careful 
analysis  of  the  doses  in  each 
toxicological  study  to  determine  the 
dose  at  which  no  adverse  effects  are 
observed  (the  NOAEL)  and  the  lowest 
dose  at  which  adverse  effects  of  conc(;rn 
are  identified  (the  LOAEL).  Uncertainty/ 
.safety  factors  are  u.sed  in  conjunction 
with  the  ROD  to  calculate  a  safe 
exposure  l(;vel — generallv  r(;ferred  to  as 
a  po])ulation-adju.sted  dose  (RAD)  or  a 
ref(;rence  dose  (RID) — and  a  safe  margin 
of  exposure  (MOE).  For  non-thri;.shold 
risks,  the  Agency  assumes  that  anv 
amount  of  exi)osure  will  lead  to  some 
degree  of  risk.  Thus,  the  Agenev 
(;stimat(;s  risk  in  terms  of  the  ])robahility 
of  an  occurrence  of  the  adv(;r,se  effect 
ex])ect(;d  in  a  lifetime.  For  more 
information  on  the  general  i)rinci])les 
ERA  uses  in  risk  characterization  and  a 
complete  descri])tion  of  the  risk 
assessment  jjrocess,  see  http:// 

WWW. epa  .gov/})est  icides/  fact  sheets/ 
riskassess.htin. 

A  summary  of  the  toxicological 
endpoints  for  hexythiazox  used  for 
human  risk  asse.ssment  is  .shown  in 
Table  1  of  this  unit. 


Table  1— Summary  of  Toxicological  Doses  and  Endpoints  for  Hexythiazox  for  Use  in  Human  Health  Risk 

Assessment 


Exposure/scenario 

Point  of  departure  and 
uncertainty/safety 
factors 

RfD,  PAD,  LOC  for 
risk  assessment 

Study  and  toxicological  effects 

Acute  dietary  (All  popu¬ 
lations). 

No  risk  is  expected  from  this  exposure  scenario  as  no  hazard  was  identified  in  any  toxicity  study  for  this  duration  of  ex¬ 
posure. 

Chronic  dietary  (All 
populations). 

NOAEL  =  2.5  mg/kg/ 
day. 

UFa  =  10x 

UF„  =  lOx 

FOPA  SF  =  lx 

Chronic  RfD  =  0.025 
mg/kg/day. 
ePAD  =  0.025 

One-Year  Toxicity  Feeding  Study— Dog. 

LOAEL  =  12.5  mg/kg/day  based  on  increased  absolute  and  relative 
adrenal  weights  and  associated  adrenal  hisfopathology. 

Incidental  oral  short¬ 
term  (1  to  30  days) 
and  intermediate- 
term  (1  to  6  months). 

NOAEL  =  30  mg/kg/ 
day. 

UFv  =  lOx 

UFm  =  lOx 

FOPA  SF  =  1x 

LOC  for  MOE  =  100  ... 

2-Generafion  Reproduction  Study — Rat. 

LOAEL  180  mg/kg/day  based  on  decreased  pup  body  weight  dur¬ 
ing  lactation  and  delayed  hair  growth  and/or  eye  opening,  and  de¬ 
creased  parental  body-weight  gain  and  increased  absolute  and 
relative  liver,  kidney,  and  adrenal  weights. 
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Table  1— Summary  of  Toxicological  Doses  and  Endpoints  for  Hexythiazox  for  Use  in  Human  Health  Risk 


Assessment—! 

Continueci 

Exposure/scenario 

Point  of  departure  and 
uncertainty/safety 
factors 

RfD,  PAD,  LOC  for 
risk  assessment 

Study  and  toxicological  effects 

13-Week  Oral  Toxicity  Study — Rat. 

NOAEL  =  5.5  mg/kg/day. 

LOAEL  =  38  mg/kg/day,  based  on  increased  absolute  and  relative 
liver  weights  in  both  sexes,  increased  relative  ovarian  and  kidney 
weights,  and  fatty  degeneration  of  the  adrenal  zona  fasciculata. 

@  397.5/257.6  mg/kg/day,  decreased  body-weight  gain  in  females, 
slight  swelling  of  hepatocytes  in  central  zone  (both  sexes),  in¬ 
creased  incidence  of  glomerulonephrosis  in  males,  increased  ad¬ 
renal  weights. 

Cancer  (oral,  dermal, 
inhalation). 

Classification;  “Likely  to  be  Carcinogenic  to  Humans”.  Insufficient  evidence  to  warrant  a  quantitative  estimation  of 
human  risk  using  a  cancer  slope  factor  based  on  the  common  liver  tumors  (benign  and  malignant)  observed  only  in 
high  dose  female  mice,  and  benign  mammary  gland  tumors  of  no  biological  significance,  observed  only  in  high  dose 
male  rats  in  the  absence  of  mutagenic  concerns.  The  chronic  RfD  is  protective  of  all  chronic  effects  including  potential 
carcinogenicity  of  hexythiazox. 

FOPA  SF  =  Food  Quality  Protection  Act  Safety  Factor.  LOAEL  =  lowest-observed-adverse-effect-level.  LOC  =  level  of  concern,  mg/kg/day  = 
milligram/kilogram/day.  MOE  =  margin  of  exposure.  NOAEL  =  no-observed-adverse-effect-level.  PAD  =  population  adjusted  dose  (a  =  acute,  c  = 
chronic).  RfD  =  reference  dose.  UF  =  uncertainty  factor.  UFa  =  extrapolation  from  animal  to  human  (interspecies).  UFn  =  potential  variation  in 
sensitivity  among  members  of  the  human  population  (intraspecies). 


(L  Exposure  Assessment 

1.  Dietuiy  exposure  from  food  and 
feed  uses.  In  ovaluating  dietary 
(!X]){)suro  to  hoxytliiazox,  EPA 
considonul  oxjjosuro  uiulor  the 
irotitionod-lbr  tolorancos  as  well  as  all 
existing  hexythiazox  tolerances  in  40 
Cl'R  180.448.  FPA  assrrs.sed  dirUary 
ex])osures  from  hexythiazox  in  food  as 
follows: 

i.  Acute  exi)osure.  Quantitative  acute 
dietary  exposure  and  risk  assessments 
are  performed  fora  food-nse  pesticide, 
if  a  toxicological  study  has  indicated  the 
possibility  of  an  effect  of  concern 
occurring  as  a  result  of  a  1-day  or  single 
(!X])osure.  No  such  effects  wen; 
identified  in  the  toxicological  .studies 
for  hexythiazox;  therrrfore,  a  cpiantitative 
acute  dietary  exposure  asse.ssment  is 
unnecessary. 

ii.  (jhronic  exposure.  In  conducting 
the  chronic  dietary  ex})osure  assessment 
FPA  used  the  food  consumption  data 
from  the  USDA  2()()3-2()()8  National 
Health  and  Nutrition  Examination 
Survey,  What  We  Eat  in  America 
(NHANES/WWEIA).  As  to  residue  levels 
in  food,  EPA  used  tolerance  level 
residues,  assumed  100  percmit  crop 
treated  (PCT),  and  incorporated  DEEM 
default  ])rocessing  factors  when 
processing  data  were  not  available. 

iii.  (xincer.  EPA  determines  whether 
(juantitative  cancer  ex])osnre  and  risk 
assessments  are  ai)])ropriate  for  a  food- 
nse  pesticide  based  on  the  weight  of  the 
evidence  from  cancer  studies  and  other 
relevant  data,  (lancer  risk  is  (|nantified 
using  a  linear  or  nonlinear  a))])roach.  If 
sid'ficient  information  on  the 
carcinogenic  mode  of  action  is  available. 


a  threshold  or  nonlinear  aj)])roach  is 
used  and  a  cancer  RIT)  is  calculated 
ha.sed  on  an  earlier  noncancer  key  event. 
If  carcinogenic  mode  of  action  data  are 
not  availahh;,  or  if  the  mode  of  action 
data  determines  a  mutagenic  mode  of 
action,  a  default  linear  cancer  slojje 
factor  approach  is  utilized.  Eased  on  the 
data  snnunarized  in  Unit  111. A.  of  the 
Federal  Register  of  March  17,  2010  (75 
FR  12001)  (FRL-88i:i-7).  EPA  has 
concluded  that  a  nonlinear  RID 
approach  is  appropriate  for  assessing 
cancer  risk  to  hexythiazox.  (lancer  risk 
was  asse.ssed  using  the  .same  exposure 
estimates  as  di.scussed  in  Unit  Ill.d.l.ii., 
chronic  ex})osure. 

iv.  Anticipated  residue  and  percent 
crop  treated  (PdT)  information.  EPA  did 
not  u.se  antici])ated  residue  and/or  PUT 
information  in  the  dietary  assessment 
for  hexythiazox.  Tolerance  level 
residues  and/or  100  PUT  were  assumed 
for  all  food  commodities. 

2.  Dietary  exposure  from  drinking 
water.  The  Agency  used  .screening  level 
water  exposure  models  in  the  dietary 
exposure  analysis  and  risk  a.sse.ssment 
for  hexythiazox  in  drinking  water. 

The.se  simulation  models  take  into 
account  data  on  the  physical,  chemical, 
and  fate/trausj)ort  characteristics  of 
hexythiazox.  Further  information 
regarding  EPA  drinking  water  models 
usikI  in  ])e.stic.ide  exposure  as.sessment 
can  he  found  at  http://www.epa.gov/ 
oppefedl/ models/ water/ index.htm. 

Based  on  the  Pesticide  Root  Zone 
Model/Exposure  Analysis  Modeling 
System  (PRZM/EXAMS),  the  estimated 
drinking  water  concentrations  (EDW(l) 
of  hexythiazox  for  chronic  exj)osure.s  for 
non-i:ancer  and  cancer  assessments  an? 


estimated  to  he  4.3  p])h  for  surface 
water.  Since  surface  water  residues 
values  greatly  excetul  groundwater 
EDWds.  surface  water  residues  were 
used  in  the  di(!tarv  risk  a.ssessment. 
Modeled  e.stimates  of  drinking  water 
concentrations  were  directly  entered 
into  the  dietary  exposure  model. 

3.  From  non-dietaiv  exposure.  The 
term  “uisidential  exposure”  is  used  in 
this  document  to  refer  to  non- 
occu|)ational,  non-dietary  exposure 
(e.g.,  for  lawn  and  garden  j)e.st  control, 
indoor  pest  control,  termiticides,  and 
flea  and  tick  control  on  ])ets). 
Hexythiazox  is  currently  registered  for 
the  following  n.ses  that  could  result  in 
residential  exposures:  (Irnamental 
plantings,  turf,  and  fruit  and  nut  trees  in 
residential  settings.  EPA  as.ses.sed 
residential  exposure  using  the  following 
assumptions:  Residential  handler 
exposures  are  expected  to  he  short-term 
(1  to  30  days)  via  either  the  dermal  or 
inhalation  routes  of  exposures.  Since  a 
(luantitative  dermal  risk  a.sse.ssment  is 
not  needtul  for  hexythiazox;  MOEs  wen; 
calculated  for  the  inhalation  route  of 
ex]K)sure  only.  Both  adults  and  children 
may  he  exposed  to  hexythiazox  residues 
from  contact  with  treated  lawns  or 
treated  r(;.sidential  plants.  Po.st 
application  expo.sur(;s  are  expected  to  he 
short-term  (1  to  30  days)  and 
intermediate-term  (1  to  0  months)  in 
duration.  Adult  po.sta])plication 
exi)osure.s  were  not  assessed  since  no 
(juantitative  dermal  risk  a.sse.ssment  is 
needed  for  h(;xythiazox  and  inhalation 
(;xj)o.sures  are  tyjjically  n(;gligihle  in 
outdoor  settings.  The  exiiosun; 
as.s(;ssment  for  children  included 
incidental  oral  ex|)o.sure  r(;.sulting  from 
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transfer  of  residues  from  the  liands  or 
ol)je(:ts  to  the  moutli.  and  from 
incidental  inge.stion  of  soil. 

l)(ttails  of  the  resichmtial  e.\|)osnr(!  ami 
risk  assessment  can  he  fonml  at  httj):// 

\\  \\  \\'.ivgiil(iti()ns.<>()v  in  document 
"1  lexythia/.ox.  Unman  Health  Risk 
A.sse.ssimmt  to  Snpj)ort  New  ll.s(!s  on 
Alfalfa  and  Timothv”  in  dock(!t  111 
lunnher  FFA-1  lQ-t)l’l’-2()l 0-()!)l (i. 
f’nrtlnir  information  regarding  FPA 
standard  assumptions  and  generic 
in])nts  for  residential  exposures  may  he 
fonml  at  http  j/ww  w. epa.gov/ p(‘siici(h!s/ 
trac/sriance/tracdaO.l.pdf. 

4.  (Aiiiuilative  effects  from  sahstances 
with  a  common  mechanism  of  toxicitv. 
Section  4()8(h)(2)(D)(v)  of  FFDCA 
recpiires  that,  when  considering  whether 
to  establish,  modify,  or  nn’okc!  a 
tolerance,  the  Agency  consider 
“available  information''  concerning  the 
cnmnlative  effects  of  a  particular 
j'esticide's  residues  and  “other 
substances  that  have  a  common 
mechanism  of  toxicity." 

FFA  has  not  found  hexvthiazox  to 
share  a  common  mechanism  of  toxicity 
with  anv  other  substances,  and 
hexvthiazox  does  not  a])])(!ar  to  ])ro(lnce 
a  toxic  imUabolite  prodnccul  by  oth(‘r 
.snl)stanc(!.s.  For  the  pnrpo.s(!.s  of  this 
tolerance  action,  therefore.  FFA  has 
assumed  that  hexvthiazox  does  not  have 
a  common  mechanism  of  toxicitv  with 
oth(;r  snh.stances.  For  information 
nigarding  FFA's  efforts  to  determine 
which  chemicals  have  a  common 
mechanism  f)f  toxicity  amt  to  (ivalnate 
the  cnmnlative  effects  of  such 
chemicals,  see  FPy\'s  Web  site  at 
http://www.epa. gov/pesticides/ 
cnmaiative. 

D.  Safety  Factor  for  Infants  and 
(Children 

1.  In  general.  Section  4()8{h)(2)(C)  of 
FFDCA  provides  that  FFA  shall  apj)ly 
an  additional  tenfold  (lOX)  margin  of 
.safety  for  infants  amt  children  in  the 
case  of  threshold  effects  to  account  for 
prenatal  and  ]K)stnatal  toxicitv  and  the 
completcmess  of  tin;  database  on  toxicity 
ami  (;xj)osnr(!  unless  FFA  determines 
based  on  ndiabh;  data  that  a  different 
margin  of  safety  will  he  safe  for  infants 
and  children.  This  additional  margin  of 
safety  is  commonly  nderred  to  as  the 
FQPA  .Safety  Factor  (SF).  In  applving 
this  |)rovision.  FFA  either  njtains  the 
default  value  of  lOX.  or  uses  a  different 
additional  safety  factor  when  reliahk; 
(lata  available  to  KPA  support  the  choice 
of  a  difhirent  factor. 

2.  Prenatal  and  postnatal  sensitivity. 
The  |)renatal  and  j)ostnatal  toxicology 
(lata  ha.se  in(licat(;s  no  incnja.sed 
susceptibility  of  rats  or  rabbits  to  in 


ntero  aml/or  postnatal  ex])().snr(;  to 
hexvthiazox. 

3.  (lonchision.  FFA  has  (hitermined 
that  reliahl(!  data  siiow  the  .salety  of 
infants  and  childnm  would  lu; 
a(l(;(|nately  pr()t(H:t(!(l  if  the  FQl’A  SF 
were  redmaul  to  IX.  That  decision  is 
ha.sed  on  the  following  findings: 

i.  The  toxicity  (lataha.s(!  for 
h(!xythiaz()x  is  compUite. 

ii.  There  is  no  indication  that 
hexvthiazox  is  a  nenrotoxic  chemical 
and  there  is  no  muid  for  a 
(lev(!lopmental  mnirotoxicity  study  or 
additional  IJFs  to  account  for 
neurotoxicity. 

iii.  Tluae  is  no  evidence  that 
hexvthiazox  results  in  increased 
sn.sceptibility  in  in  atero  rats  or  rabbits 
in  the  prenatal  developimmtal  studies  or 
in  young  rats  in  the  2-generation 
r(;j)ro(lnction  study. 

iv.  Tlune  are  no  njsidnal  nnc(!rtainties 
identified  in  the  (;xpo.snr(!  databases. 

The  dietary  food  exposure  asse.ssments 
were  performed  ha.sed  on  100  FCT  and 
t()l(!rance- level  r(!si(lues.  Tin;  dietarv 
risk  asse.ssment  is  highly  conservative 
and  not  exjxscted  to  umler(istimat(!  risk. 
FFA  made  c()n.s(!rvative  (pr()t(!ctive) 
a.ssum])ti()ns  in  the  ground  and  surface 
water  modeling  used  to  a.ssess  exp().sur(; 
to  hexvthiazox  in  drinking  water.  Fl’A 
us(!(l  similarly  C()nservativ(!  assumptions 
to  as.s(!s.s  ])()sta])plicati()n  ex])osure  of 
children  as  well  as  incidental  oral 
exposun;  of  toddhns.  ’rhes(!  ass(!.ssments 
will  not  un(l(!re.stimat(!  the  ex])o.sure  and 
risks  posed  hv  lujxythiazox. 

F.  y\ggregate  Risks  and  Determination  of 
Safety 

EFA  determiiKis  wh(!ther  acute  and 
chronic  dietarv  ])estici(le  exposun^s  are 
safe  by  c()mi)aring  aggixigate  (exposure 
(estimates  to  the  acute  FAD  (aFAD)  and 
chronic  FAD  (cFAD).  For  linear  cancer 
risks.  EFA  calculat(es  the  lifetime 
probability  of  ac(pdring  cancer  given  the 
e.stimated  aggr(!gate  (jxposure.  Short-, 
interm(!(liate-,  and  chronic-term  risks 
are  evaluated  by  conijiaring  the 
estimated  aggr(!gate  food,  water,  and 
r(!.si(lential  (;x]K).sure  to  the  a])pr()|)riate 
FODs  to  ensun;  that  an  a(l(!(iuate  MOE 
exists. 

1.  Acate  risk.  An  acut(!  aggregate  risk 
a.ssessment  tak(!s  into  account  acute 
exposuH!  (!stimat(es  from  dietary 
c()nsum])ti()n  of  food  and  drinking 
water.  No  a(lvers(!  (dfect  resulting  from 
a  single  oral  (ixjjosure  was  i(l(!ntifie(l 
and  no  acute  dietarv  endpoint  was 
s(!lecte(l.  ThenTore.  luixythiazox  is  not 
(!xpect(!(l  to  po.se  an  acute  risk. 

2.  Chronic  risk.  Using  the  ex|)osure 
assum])ti()ns  (Uxscrilaul  in  this  unit  for 
chronic  (!X|)osure,  EFA  has  concluded 
that  chronic  (ixposnre  to  Injxythiazox 


from  food  and  water  will  utilize  83%  of 
the  cFAD  for  children  1-2  years  of  age. 
the  p()|)ulati()n  group  r(!(:(Mvlng  the 
greatest  exposun;.  Has(!(l  on  the 
(ixjjlanation  in  Unit  111.U.3..  nigardiug 
residential  use  patterns,  chronic 
nisidential  exposure  to  nisidiuis  of 
hexvthiazox  is  not  (;x])(!(:te(l. 

3.  Short-term  risk.  Short-t(;rm 
aggregate  exposure  tak(;.s  into  account 
short-term  njsidential  (ixposuiH!  ])lus 
chronic  exposure  to  food  and  water 
(considered  to  be  a  background 
(!X])()sure  l(!vel). 

Ilexythiazox  is  currently  r(!gist(!re(l  for 
u.s(!.s  that  could  result  in  sliort-term 
resi(l(!ntial  exposure,  and  the  Agenev 
has  determined  that  it  is  appropriate  to 
aggregate  chronic  (!xposure  through  food 
and  water  with  short-term  residential 
(jxposures  to  hexvthiazox. 

Using  the  (!xposur(!  assumptions 
(le.scrih(!(l  in  this  unit  for  short-term 
(ixposures.  EFA  has  concluded  the 
comhimul  short-term  food,  water,  and 
residential  exposures  result  in  aggregate 
MOEs  of  12.000  for  adults  and  1,000  for 
cldldren.  Because  EFA's  hwel  of 
concern  for  hexvthiazox  is  a  MOE  of  100 
or  below,  these  MOEs  an;  not  of 
concern. 

4.  Intermediate-term  risk. 
lnt(!rm(!(liate-term  aggr(;gate  (jxposun; 
tak(!s  into  account  int(!rme(liate-term 
r((si(l(!ntial  (ixposure  ])lus  chronic 
(!Xj)osnre  to  food  and  water  (consideixul 
to  he  a  hackgrouml  exposure  l(!V(!l). 

Hexvthiazox  is  currently  nigi.stered  for 
uses  that  could  residt  in  intermediate- 
term  r(!si(lential  (ixposure,  and  the 
Agency  has  (let(!rmine(l  that  it  is 
appr()|)riat(!  to  aggnigate  chroidc 
(iX])()sure  through  food  and  water  with 
intermediate-term  nisidential  exposures 
to  hexvthiazox. 

Using  the  (ixposure  assumptions 
described  in  this  unit  for  intermediate- 
term  ex])()sures,  EFA  has  concluded  that 
the  combined  intermti(liate-t(irm  food, 
water,  and  residential  exposures  result 
in  aggr(!gate  MOEs  of  12,()()()  for  adults 
and  l.ttOt)  for  children.  Because  EFA’s 
level  of  concern  for  luixythiazox  is  a 
MOE  of  100  or  below,  tluise  MOEs  are 
not  of  concern. 

.0.  Aggregate  cancer  risk  for  U.S. 
popnlation.  As  (liscuss(!(l  in  Uint  Ill. 

0.1. iii.,  EFA  concluded  that  ingulation 
based  on  the  chroidc  reference  dose  will 
be  protective  for  both  chronic  and 
carcinogenic  risks.  As  noted  in  this  unit 
there  is  no  chronic  risks  of  concern. 

().  Determination  of  so  fetv.  Based  on 
the.se  risk  as.sessments,  EFA  concludes 
that  there  is  a  rea.sonahle  certainty  that 
no  harm  will  result  to  the  general 
pojndation,  or  to  infants  and  children 
from  aggregate  exposure  to  hexvthiazox 
residues. 
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IV.  Other  (Considerations 

A.  Aiidhiicdl  Enfoi'Cdiudnt  Mdthoclo}o<>v 

Achujuate  (Miforcenuait  methodology 
(high  peribrmanee  liciuid 
chromatograph V  method  with  l)V 
detection  (UPbC/lJV)  is  available  to 
enlorce  the  tohaancc;  exj)ression. 

The  method  may  he  recjuested  irom: 
(Chief,  Analytii:al  (Chemistry  Branch, 
1‘Cnviromnental  Science  (Center.  701 
Mapes  Rd.,  Ft.  Meade.  MD  2()7r)r)-'53ri(); 
telephone  numher:  (410)  30.'i-200.'i: 
email  address: 
rdsi(iddin(itIio(ls@di)d.gov. 

B.  Intdindtioddl  Bdsiddd  Limits 

In  making  its  tolerance  decisions.  ERA 
.seeks  to  harmonize  II. S.  tolerances  with 
international  standards  whenever 
])ossil)le,  consistent  with  II. S.  food 
safety  standards  and  agricultural 
practices.  El^A  consich'rs  the 
international  maximum  residue  limits 
(MREs)  established  by  the  (Codex 
Alimentarius  (Commi.ssion  (Codex),  as 
re(]uired  by  FFD(CA  section  4t)8(h)(4). 

The  Codex  Alimentarius  is  a  joint 
United  Nations  h’ood  and  Agriculture 
Organization/ World  Health 
Organization  food  standards  program, 
and  it  is  recognized  as  an  international 
food  safety  standards-setting 
organization  in  trade  agreements  to 
which  the  IJnitcul  States  is  a  party.  hCBA 
may  establish  a  tolerance  that  is 
different  from  a  (Codex  MRE:  however. 
I’FDCA  .section  4{)8(h)(4)  requires  that 
ICl’A  explain  the  rea.sons  for  departing 
from  the  Codex  levcd. 

No  (Canadian  or  Mexican  MRLs  have 
hium  e.stahlished  for  residues  of 
hexythiazox  in  plants  or  liv(istock. 

There  are  no  codex  MRLs  established 
for  alfalfa  or  timothy:  however,  there  are 
Code  MRLs  for  livestock  at  O.O.'i  ppm  in/ 
on  the  following:  edible  offal 
(mammalian):  mammalian  fats  (except 
milk  fats):  milks:  milk  fats:  poultry, 
edible  offal:  poultry  meat  (fat).  The  U.S. 
and  Codes  residue  definitions  in  both 
plants  and  livestock  are  harmonized. 
There  is  no  i.ssue  of  international 
harmonization  with  resj)ect  to  the 
rei'.ommended  alfalfa,  timothy,  and  egg 
tolerances  since  then;  are  no  established 
international  toleranc.es  for  th(!S() 
commodities.  The  tolerance  for 
livestock  meat  hy])roduct.s  is  not 
harmonized  with  (Codex  as  the  ])otential 
hexythiazox  residue  level  in  meat 
byproducts  may  exceed  the  current 
(Codex  MRL. 

C.  Bdvisions  to  Potitionod-for  Toldixincds 

Ba.sed  on  EBA’s  reyiew  of  the  data 
.su])porting  the  j)etition.  (Cowan 
(Com])any  reyised  their  petition  (PR 
lF7t)34)  as  follows: 


i.  By  increasing  the  j)ropo.s{!d 
tolerances  for  alfalfa,  forage  to  l.'j  ppm: 
alfalfa,  hay  to  30  ])pm:  timothy  forage;  to 
40  ppm:  and  timothy,  hay  to  40  ppm: 

ii.  By  deleting  the  proposed  toleranc.es 
for  wheat,  forage:  wheat,  hay:  wheat, 
grain:  and  wheat,  straw: 

iii.  By  adding  a  r(;(ine.st  for  an  incr(;a.se 
in  the  e.stal)lish(;d  tolerances  for  cattle, 
fat:  goat,  fat:  horse;  fat:  she;e;])  fat:  anel 
milk  te;  O.O.'S  ppm: 

iy.  By  aeleling  a  re;eiue;,st  fe)r  an  ine:re;a.se; 
in  the;  e;stal)lishe;el  te)lerane:e;.s  lor  e:attle; 
meat  hy])re)elne:ts:  ge)at,  meat  hypreeelucts: 
luji'se,  meat  hypre)elne:t.s:  anel  .she;e;p. 
meat  l)yproelue;t.s  to  0.20  ppm:  anel 

y.  By  pre)pe)sing  te)lerane:e;.s  fe)r  poidtry, 
fat:  anel  ])e)ultry,  me;at  l)ypre)ehie:ts  at  0.0.5 
p])m:  anel  e;gg  at  0.01  ppm. 

The  Age;ne:y  e:e)ne:luele;el  that  haseel  on 
the  re;.sielue  elata,  the;.se  e;hangt;.s  are 
re;e]uireel  to  supj)e)rt  the  new  u.se;.s.  The 
ine:rt;a.se  in  the  alfalfa  anel  timeethy 
te)lerane:es  were  re;e:e)mmeneleel  by  the; 
Agene:y  as  a  re;.sidt  e)f  analyzing  the; 
suhmitteel  fielel  trial  elata  fe)r  these; 
e;e)mme)elitie;.s  using  the;  ()ED(C  MRL 
(Maximum  Resiehie;  Limit)  e:ale:ulate)r. 
The;  ine:re;a.se;  in  the;  liye;.ste)e:k  te)le;rane:e;.s 
in  fat  anel  me;at  l)y])re)eiue:ts  e)f  ruminants 
are;  re;e]nire;el  ehie;  te;  the;  ine:reaseel 
liye;.ste)e:k  elietary  hurele;n  e;xj)e;e:te;el  with 
the;  new  u.se;.s  e)n  alfalfa  anel  time)thy. 

The;  ine:re;a.se;  in  the;  ruminant  fat  anel 
milk  te)le;rane:e;s  are;  re;e:e)mme;nele;el  in 
eereler  te;  ae:e:e)unt  fe)r  the  ine:re;a.se;el 
elietary  hurelen  te;  liye;ste)e:k  anel  te;  he 
harme)nize;el  w'ith  (Ce)ele;x.  Aelelitie)nally. 
he;e:an.se;  e)f  the;  ])e)te;ntial  ine:re;a.se;  e)f 
he;xythiaze)x  in  the;  ])e)idtry  eliet,  largely 
ehie  to  alfalfa  u.se,  anel  haseel  een  iqielateel 
maximum  reaseenahly  halane:eei  eliet 
(MRBD)  e:ale;ulatie)ns  for  pe)idtry, 
tolerane:e;s  for  e;gg.s,  peeultry  fat,  anel  meat 
hyjjroelucts  are  re;quire;el. 

V.  (Conclusion 

There;fore;,  tole;rane:es  are  estahlisheel 
fe)r  resiehies  of  he;xythiaze)x  anel  its 
me;tal)e)lite;.s  e:e)ntaining  the  (4- 
chle)re)phenyl)-4-me;thyl-2-oxo-3- 
thiazeelieline  moit;ty,  as  re;que;.ste;el  in  the 
re;yi.se;el  petitieen. 

VI.  Statutory  and  Exe;cutive  ()rde;r 
R(;vi(;ws 

'I'his  final  rule  e;.stal)lishe;.s  te)le;rane:e;.s 
nnele;r  EFD(CA  .se;e:tie)n  408(el)  in 
re;.spe)n.se;  te;  a  j)e;tition  snhmitte;el  to  the; 
Age;ne:y.  The  ()ffie:e;  e)f  Management  anel 
Bnelge;t  (OMB)  has  e;xe;mpte;el  the;.se;  tyi)e;s 
e)f  ae:tie)ns  Ireem  reyiew  nneler  Exe;e:utiye; 
Orele;r  12800,  entitleel  “Re;gidate)ry 
l^lanning  anel  Reyiew”  (.58  FR  .5173.5. 
()e:te)he;r  4,  1093).  Be;e:au.se  this  final  rule 
has  been  e;xe;mpte;el  freem  re;yie;w  nneler 
Exee:utiye  ()rele;r  12800,  this  final  rule  is 
not  suhje;e:t  te;  Exe;e:ntiye  Oreler  13211, 
e;ntitle;d  “Ae:tions  Cone:erning 


Re;gulation.s  That  Signifie:antly  Affe;e:t 
Energy  .Siq)])ly,  Distribution,  e)r  U.se”  (00 
FR  283.5.5,  May  22,  2001)  e)r  Exe;e:utiye 
Oreler  13045,  entitleel  “Pre)te;e:tie)n  e)f 
Chilelre;n  freem  Enyire)nme;ntal  Health 
Risks  anel  Safety  Risks”  (02  FR  19885, 
April  23,  1?)97).  This  final  rule;  ele)e;s  ne)t 
e:ontain  any  infe)rmatie)n  e:e)lle;e:tie)ns 
.sid))e;e:t  te;  OMB  appreiyal  nnele;r  the; 
Pa|)e;rwe)rk  Re;elue:tie)n  Ae:t  (PRA)  (44 
U.S.C.  3501  dt  see/.),  ne)r  ele)es  it  re;e|nire 
any  .spee:ial  e:e)nsiele;rations  nneler 
Exee;utiye  Oreler  12898,  entitleel 
“Eeeleral  Ae:tions  to  Aelelre;.ss 
Enyironmental  )u.stie;e  in  Mineerity 
Peepulations  anel  Le)W-Ine:ome 
Popnlatie)n.s”  (59  FR  7029.  February  10. 
1994). 

Since;  te)lerance;.s  anel  exeanptions  that 
are  e;.stahlishe;el  on  the  basis  of  a  petitieen 
nneler  FFDCA  .see:tion  408(el).  sue:h  as 
the  te)h;rane:e;  in  this  final  rule,  eh)  ne)t 
re;e|uire;  the;  i,ssuane:e;  e)f  a  j)re)pe).se;el  rule, 
the  re;quire;ments  of  the  Re;gnlatory 
F'le;xihility  Ae:t  (RFA)  (5  U.S.(C.  001  e/ 
.se;e/.),  eh)  ne)t  apply. 

This  final  ride;  elire;e:tly  re;gnlate;.s 
gre)we;r,s.  feieeel  pre)e:e;.sse)rs.  fe)e)el  hanelh;r.s, 
anel  fe)e)el  retailers,  ne)t  State;.s  e)r  tribees, 
nor  eh)e.s  this  ae:tie)n  alte;r  the; 
re;latie)n.shi])s  e)r  elistrihutie)!)  e)f  j)e)wer 
anel  res])e)nsil)ilities  estahlisheel  by 
(Ce)ngre;.ss  in  the;  pre;e;mptie)n  preeyisieens 
e)f  FFIXCA  se;e:tie)n  408(n)(4).  As  sne:h. 
the;  Age;ne:y  has  eletermineel  that  this 
ae:tie)n  will  neit  haye  a  substantial  elire;e:t 
e;ffe;e:t  em  .State;s  eir  tribal  geeyernments. 
on  the  relationship  hetweeai  the  natie)nal 
geivernment  anel  the;  .States  eir  tribal 
geeyernments,  eir  e)n  the;  eli.strihutie)n  of 
pe)we;r  anel  re;spe)nsil)ilities  ame)ng  the 
yarie)u.s  leyels  e)f  geiyernmeait  e)r  l)i;tween 
the  Eeeleral  Ceeyernment  anel  Inelian 
tribes.  Thus,  the  Agene:y  has  eh;te;rmine;el 
that  Fxee:ntiye  Oreh;r  13132,  e;ntith;el 
"Feeleralism”  (04  FR  43255.  August  10, 
1999)  anel  Exe;e:utiye  Order  13175, 
e;ntith;el  “Ce)nsultatie)n  anel  (Ce)e)relinatie)n 
with  Inelian  Tribal  Ceiyernments”  (05  FR 
07249,  Ne)yeml)er  9.  2000)  eh)  not  apply 
to  this  final  rule.  In  aehlitie)n.  this  final 
rule  eh)e;.s  ne)t  inq)ose  any  enfe)re:eahle 
ehity  e)r  e:e)ntain  any  unfuneleel  manelate; 
as  eie;.scrihe;el  nneler  Title  11  e)f  the 
Unfuneleel  Manelates  Re;fe)rm  Ae;t  e)f  1995 
(UMRA)  (2  U.S.C.  1501  ot  .see/.). 

This  ae:tie)n  eh)e;.s  not  inye)lye;  any 
te;e:hnie:al  stanelarels  that  weudel  reeepiire 
Age;ne:y  e:e)n.sieh;ratie)n  e)f  yeiluntary 
e:e)nsen.su.s  stanelarels  pursuant  te)  .se;e:tie)n 
12(el)  of  the  Natie)nal  Tee:hne)h)gy 
Transfer  anel  Aelyane:eme;nt  Ae:t  e)f  1995 
(NTTAA)  (15  U.S.C.  272  note). 

V^II.  (Congressional  Re;vie;w  Act 

Pursuant  to  the;  (Cemgressional  Re;yiew 
Ae:t  (5  U..S.(C.  801  e;/  .see/.).  ERA  will 
submit  a  re])e)rt  e:e)ntaining  this  rule;  anel 
e)the;r  reeiuire;el  infe)rmation  to  the  U..S. 
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.Senate,  the  ll.S.  House  of 
Rej)resentatives.  and  the  Comptroller 
Ceneral  of  the  United  .States  prior  to 
])ul)li(:ation  of  the  rule  iu  the  Federal 
Register.  This  action  is  not  a  “major 
rule"  as  defined  by  l)..S.(].  804(2). 

List  of  Suhjec:ls  in  40  CFR  Part  180 

Fnvironmental  ])rotection. 
Administrative  practice  and  procedure. 
Agricultural  commodities.  Pesticides 
and  pests.  Reporting  and  recordkeeping 
riupiirements. 

l’(!l)ruiir\  4.  2013. 

I.ois  Rossi, 

Diivclor.  lir^islixilion  Division.  Offico  of 
h\sti(:i(!(‘  Programs. 

Therefore,  40  (T’R  chapter  1  is 
amended  as  follows: 

PART  180— [AMENDED] 

■  1 .  The  authority  citation  for  part  1 80 
continues  to  read  as  follows: 

Authority:  21  321((|).  34(i:i  and  371. 

■  2.  .Section  180.448  is  amended  as 
follows: 

■  i.  In  paragrajih  (a),  in  the  table,  revi.se 
the  entries  for  "cattle,  fat:”  “cattle,  meat 
hvproducts;"  "goat,  fat:"  “goat,  nuiat 
byproducts;”  “horse,  fat;"  “horse,  meat 
byproducts:”  “sheej).  fat:”  “.shee|).  meat 
byproducts;”  and  “milk.” 

■  ii.  In  paragraph  (a),  in  the  tal)le,  add 
entries  for  “iioultrv.  fat:”  “poultry,  meat 
hyjn'oducts:”  and  “egg." 

■  iii.  In  |)aragra])h  (c).  in  the  table,  add 
entries  for  “alfalfa,  forage  (HP A  Regions 
0-11  oidy:”  “alfalfa,  hav  (liPA  Regions 
0-11  only:"  “timothy,  forage  (FPA 
Regions  0-11  only:"  and  “timothy,  hay 
(EPA  Remons  0-Tl  only." 

The  additions  and  revisions  read  as 
follows: 

§  180.448  Hexythiazox;  tolerance  for 
residues. 

(a)  *  *  * 


Commodity 


Parts  per 
million 


Cattle,  fat  .  0.05 

Cattle,  meat  byproducts  .  0.20 


Egg 


0.01 


Goat,  fat  .  0.05 

Goat,  meat  byproducts  .  0.20 


Horse,  fat  .  0.05 

Horse,  meat  byproducts  .  0.20 


Milk 


0.05 


Commodity 


Parts  per 
million 


Poultry,  fat  .  0.05 

Poultry,  meat  byproducts  .  0.05 

Sheep,  fat  .  0.05 

Sheep,  meat  byproducts  .  0.20 


***** 


(c)  *  *  * 


Commodity 


Parts  per 
million 


Alfalfa,  forage  (EPA  Regions  9- 


11  only)  .  15 

Alfalfa,  hay  (EPA  Regions  9-1 1 
only)  .  30 

Timothy,  forage  (EPA  Regions 

9-11  only)  .  40 

Timothy,  hay  (EPA  Regions  9- 

11  only)  .  40 


***** 
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DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

50  CFR  Part  665 

RIN  0648-XC453 

Hawaii  Crustacean  Fisheries;  2013 
Northwestern  Hawaiian  Islands 
Lobster  Harvest  Guideline 

AGENCY:  National  Marino  Fi.shorios 
.Sorvico  (NMFS),  National  Oceanic  and 
Atmo.sphoric  Administration  (NOAA), 
(^omniorco. 

ACTION:  Notification  of  lobster  harvest 
guideline. 

SUMMARY:  NMl'S  establishes  the  annual 
harvest  guideline  for  the  commercial 
lobster  fishery  in  the  Northwestern 
Hawaiian  Islands  (NVVHl)  for  calendar 
year  2013  at  zero  loh.sters. 

DATES:  February  8,  2013. 

FOR  FURTHER  INFORMATION  CONTACT: 

)arad  Makaiau,  NMFS  Pacific  Islands 
Region.  808-044-2108. 

SUPPLEMENTARY  INFORMATION:  The  NVVHl 
commercial  lobster  fishery  is  managed 
under  the  Mshery  Eco.system  Plan  for 
the  Hawaiian  Archipelago.  ITie 
regulations  at  50  CFR  005.252(1))  reipiire 
NMFS  to  j)ul)lish  an  annual  harvest 
guideline  for  lobster  Permit  Area  1. 
comprised  of  Federal  waters  around  the 
(NWHI).  Regulations  governing  the 


Papahanaumokuakea  Marine  National 
Monument  in  the  NWHI  ])rohihit  the 
unpermitted  removal  of  monument 
resources  (50  (3'’R  404.7),  and  establish 
a  zero  annual  harvest  guideline  for 
loh.sters  (50  CFR  404.10(a)). 
Accordinglv,  NMFS  establishes  the 
harvest  guideline  for  the  NWHI 
commercial  lobster  fishery  for  calendar 
year  2013  at  zero  lobsters.  Thus,  no 
harvest  of  NWHI  lobster  resources  is 
allowed. 

AulliDi  ily:  l(i  ll.S.C;.  1801  ol  saij. 

Dated:  Fetiniary  5.  201  :i. 

Kara  Meckley, 

Acling  Dopiilv  Diraclor.  Offico  ofSaslaiiuihlo 
Pislun  irs.  X’alional  .Marina  Fisliarias  Sarvica. 
|FK  Doc.  2(n;i-()2HK7  l■■illl(l  2-7-i;i:  HM.S  am| 
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DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

50  CFR  Part  679 

[Docket  No.  111213751-2102-02] 

RIN  0648-XC481 

Fisheries  of  the  Exclusive  Economic 
Zone  Off  Alaska;  Reallocation  of 
Pacific  Cod  in  the  Bering  Sea  and 
Aleutian  Islands  Management  Area 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS).  National  Oceanic  and 
Atmosiiheric  Administration  (NOAA), 
Commerc:e. 

ACTION:  Temporary  rule:  reallocation. 

SUMMARY:  NMFS  is  reallocating  the 
projected  unused  amount  of  Pacific  cod 
from  ve.ssels  using  jig  gear  to  catcher 
ves.sels  less  than  80  feet  (18.3  meters) 
length  overall  using  hook-and-line  or 
pot  gear  in  the  Bering  Sea  and  Aleutian 
Islands  management  area.  This  action  is 
nece.ssarv  to  allow  the  A  season 
api)ortionment  of  the  2013  total 
allowable  catch  of  Pacific  cod  to  he 
harvested. 

DATES:  Effective  Imbruary  5,  2013. 
through  2400  hours.  Alaska  local  time 
(A.I.I.),  Dec:emher  31,  2013. 

FOR  FURTHER  INFORMATION  CONTACT: 
Ohren  Davis,  907-588-7228. 
SUPPLEMENTARY  INFORMATION:  NMFS 
manages  the  groundfish  fishery  in  the 
Bering  Sea  and  Aleutian  Islands  (BSAl) 
according  to  the  Fishery  Management 
Plan  for  (houndfish  of  the  Bering  Sea 
and  Aleutian  Islands  Management  Area 
(FMP)  ])re])ared  by  the  North  Pacific 
Fishery  Management  Council  under 
authority  of  the  Magnu.son-Stevens 
Fishery  Conservation  and  Management 
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Act.  Regulation.s  governing  fishing  hv 
ll.S.  vessels  in  accordance  with  the  FMF 
appear  at  sul)])art  H  of  ,'j()  (ih’R  part  (iOO 
and  .'50  Ch'R  part  07?). 

The  A  season  apportionment  of  the 
2013  Pacific  cod  total  allowable  catch 
(TAC)  spcicified  for  vessels  using  jig  gear 
in  the  HSAI  is  1.?).'50  m(!tric  tons  (int)  as 
established  by  the  final  2012  and  2013 
harvest  si)ecifications  for  groundfish  in 
the  HSAI  (77  FR  1000?),  Fehruarv  23, 
2012)  and  inseason  adjustment  (78  FR 
270,  lanuarv  3,  2013). 

'rh(!  Administrator,  Alaska  Region. 
NMF.S,  (Regional  Administrator)  has 
determined  that  jig  ves.sels  will  not  he 
able  to  harvest  1,800  mt  of  the  A  season 
apportionment  of  the  2013  Pacific  cod 
TAC  allocated  to  those  ve.ssels  under 
^ 07?).20(a)(7)(ii)(A)(l).  Therefore,  in 
accordance  with  §  07?).20(a)(7)(iv)(C), 
NMFS  apportions  1,800  mt  of  Pacific 
cod  from  the  A  season  jig  g»?ar 
aj)])ortionment  to  the  annual  amount 
s])ecified  for  catcher  ves.sels  le.ss  than  00 
feet  (18.3  meters(m))  length  overall 
(LOA)  using  hook-and-lim!  or  pot  gear. 

The  harvest  s])ecifications  for  Pacific 
cod  included  in  the  final  2013  harvest 
specifications  for  groundfish  in  the 
HSAI  (77  FR  1000?),  February  23,  2012) 
and  inseason  adjustment  (78  FR  270. 
lanuarv  3,  2013)  are  revised  as  follows: 
l.K)  mt  to  the  A  .season  apportionment 
and  1,4.'51  mt  to  the  annual  amount  for 
ves.sels  using  jig  gear,  and  0,427  mt  to 
catcher  vessids  less  than  00  feet  (18.3  m) 

I, ()A  using  hook-and-line  or  ])ot  gear. 

(Classification 

This  action  responds  to  the  h(!st 
available  information  recently  obtained 
from  the  fishery.  The  Assistant 
Administrator  for  Fisheries,  N(1AA 
(AA),  finds  good  cause  to  waive  the 
recjuirement  to  jirovide  prior  notice  and 
o])j)ortunity  for  public:  comment 
pursuant  to  the  authority  set  forth  at  .“5 

II. S.C.  .'5.'53(h)(B)  as  such  rcHpiirement  is 
impracticable  and  contrary  to  the  public 
int(!rest.  This  re(|uirement  is 
impracticable  and  contrary  to  the  public 
interest  as  it  would  prevent  NMP’S  from 
resjjonding  to  the  mo.st  rcjcent  fisheries 
data  in  a  timely  fashion  and  would 
delay  the  reallocation  of  Pacific  cod 
specified  from  jig  ves.sels  to  catchca’ 
vessels  less  than  (50  feet  (18.3  m)  LOA 
using  hook-and-line  or  |)ot  gear.  Since; 
the  fishery  is  currentlv  open,  it  is 
im])ortant  to  immediately  inform  the 
industry  as  to  the  revised  allocations. 
Immediate  notification  is  iu;c{;.ssary  to 
allow  for  the  orderly  condiu:t  and 
efficient  operation  of  this  fisherv,  to 
allow  the  industry  to  ])lan  for  the  fishing 
.season,  and  to  avoid  potential 
di.sru])tion  to  the  fishing  il(;et  as  well  as 
procc;s.sors.  NMFS  was  unable  to 


jiuhli.sh  a  notice  providing  time  for 
public  comment  l)(;cau.se  the  mo.st 
r(;c(;nt,  relevant  data  only  t)(;came 
available  as  of  P'(;l)ruary  4.  2013. 

The  AA  also  finds  good  cau.se;  to 
waive  the;  30-day  d(;lav  in  the  eff(;ctive 
date  of  this  action  und(;r  .I  IJ.S.C. 
.').')3(d)(3).  This  finding  is  based  upon 
the  r(;asons  provided  above  for  waiver  of 
])rior  notice  and  o])porlunity  for  public 
comm(;nt. 

This  action  is  n;(juired  hv  §07?). 20 
and  is  (;xempt  from  r(;vi(;w  un(U;r 
Fxecutive  ()r(h;r  12800. 

Authority:  10  U..S.(;.  1801  al  scq. 

Haled:  luihniarv  .t.  2013. 

Kara  Mec;kl(;y, 

Actin’’  Deputy  Director.  Office  ofSiist(iin(il)le 
Fislnnies.  Notional  Marine  Fisheries  Service. 
|FR  Doc.  2()i:)-028«.')  Hied  2-.S-l,3:  4:1.S  pm] 
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DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

50  CFR  Part  679 

[Docket  No.  111213751-2102-02] 

RIN  6048-XC487 

Fisheries  of  the  Exclusive  Economic 
Zone  Off  Alaska;  Pacific  Cod  by 
Catcher  Vessels  Less  Than  60  Feet 
(18.3  Meters)  Length  Overall  Using 
Hook-and-Line  or  Pot  Gear  in  the 
Bering  Sea  and  Aleutian  Islands 
Management  Area 

AGENCY:  National  Marino  Fishorios 
Sorvico  (NMFS).  National  Oceanic  and 
Atmosj)horic  Administration  (NOAA), 
Commorco. 

ACTION:  Tomporary  rulo;  closun;. 

SUMMARY:  NMFS  is  prohibiting  iliroctod 
fishing  for  Pacific  cod  hv  catcher  ve.ssels 
less  than  (50  feet  (18.3  meters  (m))  length 
overall  (LOA)  using  hook-and-line  or 
])ot  gear  in  the  Hering  Sea  and  Aleutian 
Islands  management  area  (HSAI).  This 
action  is  mices.sary  to  pr(;vent  (;xcee(ling 
the  2013  Pacific  cod  total  allowable 
catch  (TAO)  sp(;cified  for  catc:her  vessels 
less  than  (50  feet  (18.3  m)  LOA  using 
hook-and-line  or  jiot  gear  in  the  HSAI. 
DATES:  Effective  1200  hours.  Alaska 
local  time  (A.l.t.),  Fehruarv  7,  2013, 
through  2400  hours,  A.l.t.,  December  31, 
2013. 

FOR  FURTHER  INFORMATION  CONTACT: 

Ohren  Davis.  ?)07-.'580-7228. 
SUPPLEMENTARY  INFORMATION:  NMFS 
manages  the  groundfish  fisherv  in  the 
HSAI  exclusive  economic  zone 
according  to  the  Fishery  Management 


Plan  for  Clroundfish  of  tlu;  Hering  S(;a 
and  Aleutian  Islands  Management  Area 
(FMP)  |)re])ared  by  the  North  Pacific 
Fishery  Management  Council  under 
authority  of  the  Maguuson-Stevens 
Fishery  Conservation  and  Management 
Ac:t.  Regulations  governing  fishing  hv 
IJ.S.  vessels  in  accordance  with  the  FMP 
appear  at  suhpart  11  of  ,'50  C.I''R  part  (500 
and  .'50  CFR  part  (57?). 

The  2013  Pacific  cod  TA('  allocated  as 
a  direcl(;(l  fishing  allowance  to  catcher 
vessels  less  than  (50  feet  (18.3  m)  LOA 
using  hook-and-line  or  pot  gear  in  the 
HSAI  is  (5.427  metric  tons  as  established 
by  the  final  2012  and  2013  harvest 
specifications  for  groundfish  in  the 
HSAI  (77  FR  10(5(5?).  February  23.  2012), 
inseason  adjustment  (78  FR  270,  januarv 
3,  2013),  and  one  reallocation  from  the 
jig  ves.sel  sector  (j)uhlication  in  the 
Federal  Register  pending). 

In  acconlance  with  §(i7?).20(d)(l)(iii), 
the  Administrator,  Alaska  Region, 

NMFS,  has  determined  that  the  2013 
Pacific  cod  TAC'.  allocated  as  a  directed 
fishing  allowance  to  catcher  ves.sels  le.ss 
than  (50  feet  (18.3  m)  L(1A  using  hook- 
and-line  or  j)ot  g(;ar  in  the  H.SAl  has 
he(;n  reached.  Con.se(|uently,  NMFS  is 
prohibiting  directed  fishing  for  Pacific 
cod  hv  catcher  ves.siils  less  than  (50  feet 
(18.3  m)  LOA  using  hook-and-line  or 
pot  gear  in  the  HSAI. 

Aft(;r  the  effective  date  of  this  closun; 
the  maximum  retainable  amounts  at 
§  (i7?).2()(e)  and  (0  <>i)])ly  at  any  time 
(luring  a  tri]). 

(]las.siticatinn 

This  action  responds  to  tlu;  h(;st 
available  information  recently  obtained 
from  the  fishery.  The  Assistant 
Administrator  for  Fish(;ri(;.s.  NOAA 
(AA).  finds  good  cause  to  waive  the 
r(;ciuir(;ment  to  provide  jjrior  notice  and 
opportunity  for  j)ul)lic  comment 
pursuant  to  the  authority  set  forth  at  .'5 
U.S.C.  .'5.'53(b)(H)  as  such  r(;(juirement  is 
impracticable  and  contrary  to  the  public 
interest.  This  recpiirement  is 
impracticable  and  contrarv  to  the  public 
interest  as  it  would  prevent  NMFS  from 
responding  to  the  most  r(;cent  fisheries 
data  in  a  timely  fashion  and  would 
delay  the  closure  of  Pacific  cod  hv 
catcher  v(;.ssels  less  than  (50  tei;!  (18.3  m) 
LOA  using  hook-and-line  or  ])ot  g(;ar  in 
the  HSAI.  NMFS  was  unable  to  publish 
a  notice  providing  time  for  public 
comment  l)(;cau.se  tin;  most  recent, 
relevant  data  only  l)(;came  available  as 
of  Imhruary  4.  2013. 

The  AA  also  finds  good  cause  to 
waive  the  3()-dav  delay  in  the  effective 
date  of  this  action  under  .'5  IJ.S.O. 
.'5.'53(d)(3).  This  finding  is  l)as(;{l  uj)on 
the  r(;a.sons  provided  above  for  waiv(;r  of 
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prior  notion  and  opportunity  tor  public 
coininnnl. 


Thi.s  action  is  nujiiirnd  l)y  S(i75).2() 
and  is  nxein])t  from  review  under 
Executive  Order  128(>(i. 

Autlierily:  1(5  l)..S.(;.  IHOI  (■/  .s-e</. 


l)al(!(l:  l'(!l)nuirv  .5,  2013. 

Kara  Meckley, 

/tc/i'/i”  Deputy  Diivctor.  Offict^  of  Stislaiiuihla 
I'islunias.  X’diiaiuil  Marino  h'isliorios  Sorvico. 
II'K  Doc.  2()13-()2«K3  I'iliul  2-.'5-i:t;  4:1.')  |iml 
BILLING  CODE  3510-22-P 
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Proposed  Rules 


This  section  of  the  FEDERAL  REGISTER 
contains  notices  to  the  public  of  the  proposed 
issuance  of  rules  and  regulations.  The 
purpose  of  fhese  notices  is  to  give  interested 
persons  an  opportunity  to  participate  in  the 
rule  making  prior  to  the  adoption  of  the  final 
rules. 


DEPARTMENT  OF  AGRICULTURE 
Agricultural  Marketing  Service 

7  CFR  Part  27 

[Doc.  #AMS-CN-1 2-0024] 

RIN  0581-AD26 

Revision  of  Regulations  Defining  Bona 
Fide  Cotton  Spot  Markets 

AGENCY:  Agricultural  Marketing  Servii:e, 
DSD  A. 

ACTION;  Proposed  rule. 

SUMMARY:  The  Agricultural  Marketing 
Service  (AMS)  is  proposing  to  amend 
the  regulation  that  specifies  which 
states  coiu])ose  hona  fide  cotton  s])ot 
markets  in  order  to  assure  consistency 
with  the  revised  Cotton  Research  and 
Promotion  Act.  lljjdated  hona  fide  s])ot 
market  definitions  will  allow  ibr 
piihlislnul  s])ot  (piotes  to  consider  spot 
j)rice,s  of  cotton  marketed  in  Kansas  and 
Virginia.  AMS  is  also  proposing  to 
amend  references  to  the  “New  York 
Cotton  Exchange”  to  read  the 
“lnterc:ontinental  Exchange.” 

DATES:  Comments  mu.st  he  received  on 
or  before  March  11,  2013. 

ADDRESSES:  Interested  persons  mav 
comment  on  the  projjo.scul  rule  using  the 
following  procedures: 

•  Internet:  http:// 
wwiv. regulations. gov. 

•  Mail:  Comments  may  he  submitted 
by  mail  to:  Darryl  Earnest.  I)e])utv 
Administrator.  Cotton  K  Tobacco 
Programs,  AMS,  USUA,  327.'5  Appling 
Road.  Room  11,  Memphis.  TN  3H133. 
Comments  slujuld  he  submitted  in 
triplicate.  All  comments  should 
reference  the  docket  numher  and  the 
date  and  the  page  of  this  issue  of  the 
Federal  Register.  All  comments  will  he 
available  for  public  inspection  during 
regular  business  hours  at  Cotton  K 
Tol)acco  Program,  AMS.  IJSDA,  3275 
Apjjling  Road.  Mem])his,  TN  38133.  A 
co])y  of  this  notice  mav  he  found  at: 
WWW. ams.usda.gov/cotton/ 
rnleinaking.htin. 
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FOR  FURTHER  INFORMATION  CONTACT: 

Darryl  Ivirnest,  Deputy  Administrator, 
Cotton  K  Tobacco  Programs,  AMS, 

USDA,  3275  Appling  Road,  Room  11. 
Mem])his.  TN  38133.  Telephone  (UOl) 
384-3()(i().  facsimile  (UOl)  384-3021,  or 
email  darrvl.earnest@ains.nsda.gov. 

SUPPLEMENTARY  INFORMATION: 

Executive  Order  128(i(> 

This  ])roposed  rule  has  been 
determined  to  he  not  significant  for 
purposes  of  Executive  Order  12800:  and, 
therefore  has  not  h(!en  reviewed  hv  the 
Office  of  Management  and  Budget 
(OMB). 

Executive  Order  12988 

This  ])ro])osed  rule  has  been  reviewed 
under  Executive  Order  12988,  Civil 
justice  Reform.  It  is  not  intended  to 
have  mtroactive  effect.  'I'herc;  an;  no 
administrative  jn'ocedures  that  must  he 
{!xhaust(!d  prior  to  any  judicial 
challenge  to  the  ])rovisions  of  this  rule. 

Regulatory  Flexibility  Act 

Pursuaut  to  re(|uirements  .set  forth  in 
the  Regulatory  Fhjxihilitv  Act  (RFA)  (5 
U.S.C,.  001-012),  AMS  has  considered 
the  economii:  im])act  of  this  ac:lion  on 
small  entities  and  has  determined  that 
its  im])lementation  will  not  have  a 
significant  economic  impact  on  a 
substantial  numlHir  of  .small  businesses. 

The  pur])ose  of  the  RFA  is  to  fit 
regulatory  actions  to  the  scale  of 
hnsine.sses  subject  to  such  actions  .so 
that  small  businesses  will  not  he 
disjjroportionately  burdened.  There  are 
an  e.stimated  25, ()()()  cotton  growers  in 
the  IJ.S.  who  voluntarily  use  the  AMS 
cotton  cla.ssing  services  annuallv,  and 
the  majority  of  these  cotton  growers  are 
small  businesses  under  the  criteria 
estahlisheil  by  the  Small  Business 
Administration  (13  CFR  121.201). 
Revisions  to  the  regnlations  concerning 
hona  fide  s])ot  market  definitions  are 
necessary  to  assure  cousi.stency  with  the 
revi.sed  Cotton  Re.search  and  Promotion 
Act  and  to  allow  for  ])ul)lished  s|)ot 
(]Uotes  to  consider  spot  ])rices  of  cotton 
marketed  in  Kansas  and  Virginia. 
Changes  in  si)ot  market  definitions  as 
slated  will  not  significantly  affect  small 
hnsine.sses  as  defined  in  the  RFA 
because: 

(1)  How  .sj)ot  ])rices  are  e.stimated  are 
not  expected  to  he  imj)acted  by  this 
action: 


(2)  Business  ])ractices  of  the  U.S. 
cotton  industry  an;  not  expected  to 
change  as  a  result  of  this  action: 

(3)  Costs  associated  with  providing 
market  news  services  will  not  he 
significantly  changed  by  this  action; 

(4)  Mark(4  news  services  are  ])aid  for 
by  appropriated  funds,  therefore  users 
are  not  charged  fees  for  the  provision  of 
the  services. 

Paperwork  Reduction  Act 

In  compliance  with  OMB  regulations 
(5  CFR  part  1320),  which  implement  the 
Pai)erwork  Reduction  Act  (PRA)  (44 
II.S.C.  3501).  the  information  collection 
recpiirements  contained  in  the 
l)rovisions  to  he  amended  by  this 
proj)o.sed  ride  have  been  previouslv 
apjiroved  by  OMB  and  were  assigned 
()MB  control  mnnher  0581-0009,  Cotton 
Classification  and  Market  New  Service. 

Background 

The  Secretary  of  Agriculture  is 
authorized  under  the  United  States 
Cotton  Futures  Act  (7  II.S.C.  15l))  to 
designate  at  lea.st  five  hona  fide  spot 
markets  from  which  cotton  price 
information  can  he  collected.  A  spot 
market — also  called  the  “cash  market” 
or  “physical  market” — is  a  market 
where  commodities  are  sold  on  the  sjiot 
for  cash  at  current  market  prices  and 
delivered  immediately.  Designation  of 
these  hona  fide  sjiot  markets  and  the 
iletermination  of  which  counties  and 
.states  compose  each  of  these  spot 
markets  was  most  recently  published  in 
the  Federal  Register  on  August  4.  1988 
(53  FR  29327).  For  each  of  these  hona 
fide  s])ot  markets,  the  Cotton  and 
Tobacco  ITograms  of  the  Agricultural 
Marketing  Serx  ice  collects  market  jirice 
information  under  the  United  States 
Cotton  Futures  Act  (7  II.S.C.  15h).  the 
Cotton  Statistics  and  Estimates  Act  (7 
II.S.C.  473h)  and  the  Agricultural 
Marketing  Act  of  1948  (7  II.S.C. 

1822(g)).  This  price  information  is  then 
used  to  calculate  price  differences  for 
cotton  futures  contracts. 

'Fhe  Food,  Conservation,  and  Energv 
Act  of  2008  (Pul).  L.  110-234,  122  Sta't. 
923,  enacted  May  22,  2008,  11. R.  2419) 
amended  Section  17(f)  of  the  Cotton 
Research  and  Promotion  Act  (7  II.S.C. 
2118(f)).  designating  Kansas,  Virginia, 
and  Florida  as  cotton  producing  states 
for  purpo.ses  of  the  Cotton  Research  and 
Promotion  Act.  To  achieve  consistency 
with  the  revised  Cotton  Research  and 
Promotion  Act  and  to  allow  for 
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])ul)IisluHl  spot  quotes  to  consider  s])ot 
j)rices  ol Cotton  marketed  in  the 
afominentioned  .states,  §27.03  would  be 
amended  to  add  all  the  counties  of 
Virginia  to  the  Sonthea.stern  spot 
market,  and  Kansas  to  the  East  Texas 
and  Oklahoma  spot  market. 

On  September  14.  2()()(i,  New  York 
Hoard  of  Trade — the  parent  com])any  of 
the  New  York  C.otton  Exchange — agreed 
to  hecoim;  a  unit  of  Intercontimmtal 
Exchange.  This  transaction  was 
completed  on  lanuary  12.  2007.  To 
rellect  this  organizational  change  in  the 
regulations.  §27.94  would  amend 
nTenaices  to  the  “New  York  Ootton 
Exchange”  to  read  as  the 
“Intercontinental  Exchange.” 

List  of  Subjects  in  7  (T’R  Part  27 
(k)mmoditv  futures,  (k)tton. 

For  the  reasons  .set  forth  in  the 
jmamihle.  7  (iFR  ])art  27  is  ])roposed  to 
he  aimmded  as  follows: 

PART  27— [Amended] 

■  1.  The  authority  citation  for  7  (IFK 
part  27  continues  to  read  as  follows: 

Autlinrilv:  7  ll.S.t;.  1.5l).  7  ll.S.E.  4731).  7 
II.S.C.  I(i22(g). 

■  2.  In  §  27.93.  definitions  of  the 
.Southeastern  market  and  the  East  Texas 
and  Oklahoma  market  are  revised  to 
r(!ad  as  follows: 

§27.93  Bona  fide  spot  markets. 

***** 

Southeastern 

All  counties  in  the  states  of  Alabama, 
Florida.  Georgia.  Nc)rth  Carolina,  South 
Carolina,  and  Virginia  and  all  counties 
in  the  state  of  Tennessee  east  of  and 
including  Stewart.  Houston. 
Humphreys,  Perry,  Wayne  and  Hardin 
counties. 

***** 

East  Texas  and  Oklahoma 

All  counties  in  the  states  of  Kan.sas 
and  Oklahoma  and  the  'I'exas  counties 
east  of  and  including  Montague.  Wise, 
Parker.  Erath,  Comanche.  Mills.  .San 
.Saha.  Ma.son.  .Sutton.  Edwards.  Kinney. 
Maverick.  Wehh.  Zapata.  .Star  and 
Hidalgo  counties. 
***** 

■  3.  In  §  27.94,  paragraph  (a)  is  revi.sed 
to  read  as  follows: 

§  27.94  Spot  markets  for  contract 
settlement  purposes. 
***** 

(a)  For  cotton  delivered  in  .settlement 
of  any  No.  2  contract  on  the 
Intercontinental  Exchange  (ICE): 
.Southeastern.  North  and  .South  Delta, 


Eastern  Texas  and  Oklahoma.  West 
Texas,  and  Desert  .Southwest. 
***** 

Dated:  l’'el)riiarv  4.  2013. 

David  K.  Sliipnian, 

Adminislnilor.  Afiriciiltuidl  Marketing 
Sarvicc. 
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DEPARTMENT  OF  AGRICULTURE 
Agricultural  Marketing  Service 
7  CFR  Part  920 

[Doc.  No.  AMS-FV-1 2-0008;  FV1 2-920-1 
PR] 

Kiwifruit  Grown  in  California; 

Proposed  Amendments  to  Marketing 
Order 

AGENCY:  Agricultural  Marketing  .Service, 
IkSDA. 

ACTION:  Pro])o.sed  rule. 

SUMMARY:  This  rule  invites  i:omments 
on  five  ])roposed  amendmeids  to 
Marketing  Order  No.  920  (order)  which 
regulates  the  handling  of  kiwifruit 
grown  in  (ialiforida.  The  amendments 
were  ])ropo.sed  by  the  Kiwifruit 
Administrative  C.ommittee  (C3)mmittee 
or  KAC).  which  is  resjionsihle  for  local 
adnnnistration  of  the  order.  The  five 
|)ro])osals  would  amend  the  marketing 
order  by  adding  authority  to  recommend 
and  conduct  ])rodnction  and  i)ostharve,st 
research,  adding  authority  to 
recommend  and  coiuhii.t  market 
research  and  develo])ment  projects, 
adding  authority  to  receive  and  expend 
voluntary  contributions,  amending 
])rocedures  to  s])ecify  that 
recommendations  for  ]n'oduction 
research  and  market  development  he 
a])proved  by  eight  memhers  of  the 
(Committee,  and  u|)dating  provisions 
regarding  alternate  meml)ers’  service  on 
the  Committee. 

DATES:  Comments  must  he  received  bv 
Ajiril  9,  2013. 

ADDRESSES:  Written  comments  should 
he  submitted  to  the  Docket  Clerk, 
Marketing  Order  and  Agreement 
Division,  Fruit  and  Vegetable  Program, 
AMS,  IJSDA.  1400  Independence 
Avenue  .SW.,  .S'l'OP  0237,  Washington, 
DC  202.')0-0237:  Fax:  (202)  720-8t)38:  or 
Internet:  hit  p://\\’\v\v.r(;gii  lot  ions. gov.  All 
comments  should  reference  the 
document  numherand  the  date  and 
page  number  of  this  issue  of  the  Federal 
Register.  All  comments  submitted  in 
respon.se  to  this  projiosed  rule  will  he 
included  in  the  record  and  will  he  made 
available  for  public  ins])ection  in  the 


Office  of  the  Docket  Clerk  during  regular 
business  hours,  or  can  he  viewed  at: 
http://\v\v\v.ivgul(il ions.gov.  Please  he 
advi.sed  that  the  identity  of  the 
individuals  or  entities  submitting  the 
comments  will  he  made  public  on  the 
Internet  at  the  address  jjrovided  above. 

Tt)  the  exteid  ])racticahle,  all 
documents  filed  with  the  Docket  C.lerk 
should  also  he  submitted  electronically 
to  Kathleen  Bright  at  the  email  address 
noted  for  her  in  the  FOR  FURTHER 
INFORMATION  CONTACT  section. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kathleen  Bright,  Marketing  Order  and 
Agreement  Division,  Fruit  and 
Vegetable  Program,  AMS.  U.SDA:  1400 
Independence  Avenue  .SW.,  .Sto])  0237, 
Washington.  DC  202.'j0-0237: 

Telephone:  (202)  20.')-2830.  Fax:  (202) 
720-8938  or  Email: 

K(itbIeon.Bright@(nns. nsdo.gov. 

.Small  businesses  may  recpie.st 
information  on  complying  with  this 
regulation  by  contacting  Laurel  May, 
Marketing  ()rder  ami  Agreement 
Division.  Fruit  and  Vegetable  Program, 
AM.S,  U.SDA,  1400  lnde])endence 
Avenue  .SW.,  .S'l'OP  0237,  Washington, 
DC  202.^)0-0237:  Telephone:  (202)  720- 
2491,  Fax:  (202)  720-8938,  or  Email: 
hnn'(;I.Ma\'@oins. nsdo.gov. 

SUPPLEMENTARY  INFORMATION:  rilis 
propo.sal  is  issued  under  Marketing 
Order  No.  920.  as  amended  (7  CI'R  i)art 
920).  regulating  the  handling  of 
kiwifruit  produced  in  California, 
hereinafter  referred  to  as  the  “order.” 
I’he  order  is  effective  under  the 
Agricultural  Marketing  Agreement  Act 
of  1937.  as  amended  (7  II.S.C.  ()01-()74). 
hereinafter  referred  to  as  the  “Act.” 
.Section  008c(17)  of  the  Act  and  the 
ai)plicahle  rules  of  ])ractice  and 
procedure  governing  the  formulation  of 
marketing  agreements  and  orders  (7  CF’R 
l)art  900)  authorize  amendment  of  the 
order  through  this  informal  ridemaking 
action.  AM.S  will  consider  comments 
received  in  res])onse  to  this  rule,  and 
based  on  all  the  information  received, 
will  determine  if  order  amendment  is 
warranted.  If  AM.S  determines 
amendment  of  the  order  is  warranted,  a 
subsequent  propo.sed  rule  and 
referendum  order  would  he  issued  and 
j)roducers  would  he  allowed  to  vote  for 
or  against  the  projiosed  order 
amendments.  AM.S  would  then  issue  a 
final  rule  effectuating  any  amendments 
ap])roved  hv  ])roducers  in  the 
referendum. 

The  Department  of  Agriculture 
(U.SDA)  is  issuing  this  rule  in 
conformance  with  FNecutive  Order 
128()(). 

This  proposal  has  been  reviewed 
under  Executive  Order  12988,  Civil 
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Justice  Reform.  This  rule  is  not  iuteuded 
to  have  retroactive  effect.  This  rule  shall 
not  he  deeuuKl  to  preclude,  ])reemj)t,  or 
supersede  any  nj.search  ami  market 
{levelo|)ment  ])rovisions  of  any  State 
program  covering  (ialiforuia  kiwifruit. 

The  Act  provides  that  administrative 
proceedings  must  he  exhau.sted  hefore 
|)arties  may  file  suit  in  court.  Under 
section  (iOHcJl.'jJlA)  of  the  Act.  any 
handler  subject  to  an  order  mav  file 
with  IISDA  a  petition  stating  that  the 
order,  any  jirovision  of  the  order,  or  any 
obligation  imposed  in  connection  with 
the  order  is  not  in  accordance  with  law 
and  request  a  modification  of  the  order 
or  to  he  exempted  therefrom.  A  handhir 
is  afforded  the  oi)port unity  for  a  hearing 
on  the  petition.  After  the  hearing.  USDA 
wonld  rule  on  the  petition.  The  Act 
provides  that  the  district  court  of  the 
Ihiited  States  in  any  district  in  which 
the  handler  is  an  inhabitant,  or  has  his 
or  her  principal  ])lace  of  business,  has 
jurisdiction  to  review  IJSUA’s  ruling  on 
the  petition,  provided  an  action  is  filed 
not  later  than  20  days  after  the  date  of 
the  entry  of  the  ruling. 

Section  1.'504  of  the  Food, 
Conservation,  and  Fnergv  Act  of  2008 
(2008  Farm  Hill)  (Puh.  L.' 110-240) 
amended  section  18c(17)  of  the  Act, 
which  in  turn  ixupiired  the  addition  of 
snp])lemental  rules  of  ])ractice  to  7  (iFR 
part  000  (73  FR  40307;  Augu.st.  21. 

2008).  The  amendment  of  section 
18c(17)  of  the  Act  and  additional 
supplemental  rules  of  practice  authorize 
the  use  of  informal  rulemaking  (.1  II.S.C. 
.'>.'53)  to  amend  federal  fruit,  vegetable, 
and  nut  marketing  agreements  and 
orders.  USDA  may  use  informal 
ridemaking  to  amend  marketing  orders 
based  on  the  nature  and  complexity  of 
the  jnoposed  amendments,  the  jiotential 
regnlatory  and  economic  impacts  on 
affected  entities,  and  any  other  relevant 
matters. 

AMS  has  considered  these  factors  and 
has  determined  that  the  amendment 
])roposals  are  not  unduly  comjilex  and 
the  nature  of  the  jirojiosed  amendments 
is  ajijiropriate  for  utilizing  the  informal 
rulemaking  jirocess  to  amend  the  order. 
A  discu.ssion  of  the  potential  regidatory 
and  economic  impacts  on  affected 
entities  is  di.scu.ssed  later  in  the  "Initial 
Regulatory  Flexibility  Analysis”  section 
of  this  rule.  AMS  will  analyze  any 
comments  received  on  the  amendments 
proposed  in  this  rule.  If  it  determines  to 
jiroceed  with  this  amendatorv  action 
based  on  an  analysis  of  the  comments 
and  all  other  available  information,  it 
will  conduct  a  ]n'oducer  referendum  to 
determine  grower  supjiort  for  the 
jiroposed  amendments.  Any  proposed 
amendments  ajijnoved  by  jirodncers  in 


referendum  woidd  he  effectuated 
through  issuance  of  a  final  rule. 

The  pro])o.sed  amendments  were 
unanimously  recommendiid  hv  the 
Uounnittee  following  deliheraiions  at 
public  meetings  on  July  12  and 
Decemhi!!'  13,  2011.  'I’he  Uommittee’s 
|)roposed  amendments  would  amend 
the  marketing  order  by:  (1)  Adding 
authority  to  r(!Commend  and  conduct 
liroduction  and  postharviist  nxsearch,  (2) 
adding  authority  to  recommend  and 
conduct  market  research  and 
development  projects,  (3)  adding 
authority  to  receive  and  expend 
voluntary  contributions.  (4)  amending 
jirocedures  to  sjieciiv  that 
recommendations  for  production 
research  and  market  development  be 
approved  by  eight  members  of  the 
Committee,  and  (.1)  clarifying  provisions 
regarding  alternate  members’  service  on 
the  Committee. 

In  addition  to  these  proposed 
amendments,  AMS  ])ro|)ose.s  to  make 
any  additional  changes  to  the  order  as 
may  he  necessarv  to  conform  to  anv 
amendment  that  may  result  from  this 
rulemaking  action. 

Proposal  Numiier  1 — Production  and 
Postharvest  Research 

This  ])ro]K)sal  would  add  section 
5)20.47  to  authorize  jiroduction  and 
]K).stharvest  research  to  assist  or  improve 
the  efficient  production  and  po.stharvest 
handling  of  kiwifruit.  Adding  this 
authority  would  ])rovide  the  Committee 
with  the  ability  to  conduct  ])roductiou 
re, search,  food  quality  and  handling 
research,  and  to  distribute  that 
information.  These  functions  were 
jireviously  conducted  by  the  California 
Kiwifruit  Commission  (CKC),  a  State  of 
California  jirogram  which  ceased  to 
exist  on  Sejitember  30,  2011. 

Kiwifruit  is  a  relatively  new  croji  to 
California  witli  the  first  commercial 
croj)  produced  in  15)71.  The  (iKC  was 
e.stabiished  in  15)75),  five  years  prior  to 
the  kiwifruit  marketing  order.  The  (iKC 
jierformed  marketing  research  and 
d(!velopment  jirograms  for  the  industry. 
When  the  kiwifruit  marketing  order  was 
e.stabiished  in  15)84,  its  main  pnrpo.se 
was  to  implement  (juality  ami  pack  and 
container  regidations.  The  two  programs 
worked  indejiiindently.  and  the  industry 
chose  not  to  add  authority  for 
])roduction  and  po.stharvest  research  to 
the  Federal  order  at  incejition  to  avoid 
duplication.  Ae:cording  to  the 
Committee,  industry  leaders  believed 
that  having  programs  serving  .separate 
and  distinct  fum:tions  would  best  serve 
the  interests  of  the  kiwifruit  industry. 

Over  the  past  two  decades,  (California 
kiwifruit  acreage  and  the  numher  of 
growers  have  decreased,  from  a  peak  in 


15)5)2  of  7, 300  producing  acres  and  05)0 
producers  to  4,200  producing  acres  and 
17.'i  growers  today,  according  to  data 
from  the  National  Agricultural  Statistics 
Service  and  the  (Committee.  As  a  result, 
the  industry  has  cut  hack  ])rograms 
supported  by  industry  asse.ssments.  In 
the  early  2000s,  industry  leaders  began 
to  evaluate  industry  programs  in  an 
effort  to  d(;termine  which  ones  were  the 
most  beneficial  and  actively  .sought 
ways  to  make  the  administration  of 
the.se  jirograms  more  cost  efficient  and 
effective.  The  need  for  production  and 
|)ostharvest  research  is  repeatedly 
identified  as  one  of  the  most  important 
jirograms  to  the  industry,  along  with 
market  development  programs. 
According  to  the  (Committee,  there  is  a 
general  consensus  throughout  the 
indiKstry  that  the  future  administration 
of  these  activities  shoidd  be  done 
through  one  program  and  because  there 
is  widespread  support  to  maintain  the 
(|uality  and  pack  and  container 
requirements,  that  program  shonld  be 
the  Federal  marketing  order. 

The  Committee  believes  that  for  the 
California  kiwifruit  industry  to  remain 
])roductive  and  competitive, 
management  })ractices  must  continue  to 
evolve.  It  furtlier  believes  that 
production  and  postharvest  re.search 
was  one  of  the  most  beneficial  activities 
])erformed  by  the  (CKCC.  Ox  er  the  years. 
the.se  activities  hel|)ed  growers  become 
knowledgeable  on  how  to  e.stahlish 
vineyards,  prune,  thin,  irrigate, 
pollinate,  fertilize,  manage  disea.ses, 
harvest,  store  and  transport  kiwifruit. 
According  to  the  (Committee,  the 
industry  wants  the  KAC  to  conduct 
these  activities  since  the  (CK(C  no  longer 
exi.sts. 

The  Committee  believes  production 
and  postharvest  re.search  would  have  a 
diret:t  and  ])ositive  impact  on  producers, 
handlers,  and  consumers.  Di.sea.ses,  such 
as  the  infectious  vine-killing  bacterial 
disease  known  as  PSA.  confirmed  in 
New  Zealand  in  201 0,  decimated  28% 
of  New  Zealand  orchards.  With  no 
current  organization  ecjuijiped  to 
facilitate  research  activities,  the  same 
could  happen  to  California  kiwifruit. 
Production  research  could  helj)  develop 
cultural  ])ractice.s  to  nuluce  the 
likelihood  of  a  similar  incident  in  the 
United  States.  In  addition,  food  quality 
and  handling  practices  are  important 
issues  to  jn’oducers.  handlers,  and 
consumers.  The  industry  desires  to  take 
a  proactive  stance  to  he  prepared  to 
aildress  any  challenges  in  this  area. 

Also,  wiih  no  re.search  organization, 
the  Committee  is  unable  to  participate 
in  the  joint  global  research  effort  with 
the  International  Kiwifruit  Organization 
(IKO).  The  IKO  jointly  funds  research 
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activities  with  otlier  organizations  tliat 
iMMiefit  kiwifrnit  j)rodiicers  and 
consumers  on  a  global  basis.  Apj)roval 
ol  tins  propo.sal  wonld  ensure  the 
indu.strv's  continued  ability  to 
partici])at(;  in  these  activities. 

Adding  jirodnction  re.searcb  to  the 
order  is  expelled  to  improve  returns  lor 
producers  because  it  will  enable  the 
industrv  to  develop  new  technologies  to 
incnia.se  yields,  improve  Irnit  quality 
and  production,  and  facilitate 
postbarvest  riisearcb. 

There  is  a  potential  cost  of  increased 
assessments  to  fund  projects.  However, 
the  KA(',  would  evaluate  the  costs 
against  the  potential  benefits.  The 
IISDA  would  niview  and  approve 
activities  jirior  to  their  undertaking.  In 
addition,  the  KAC  would  evaluate 
ailivities  after  they  are  comj)leted  to 
ensure  that  goals  and  objectives  are  met. 

For  the  reasons  stated  above,  it  is 
proposed  that  section  920.47  be  added 
to  authorize  production  and  postbarvest 
research  to  assi.st  or  iinjiiove  the 
efficient  production  and  postbarve.st 
handling  of  kiwifrnit. 

Proposal  Number  2 — Market  Researidi 
and  Development 

This  projjosal  wonld  add  section 
020.48  to  authorize  marketing  research 
and  develoj)ment  programs  to  |)romote. 
assist,  or  improve  the  marketing, 
distribution,  and  consumption  of 
kiwifrnit.  Adding  this  aiitboritv  would 
enable  the  industry  to  continue  to 
conduct  these  activities  that  were 
previously  conducted  by  the  CKC. 

The  (>alifornia  kiwifrnit  industrv.  as  a 
whole,  has  undergone  many  changes 
since  the  inception  of  the  marketing 
order  in  lt)84.  The  industry  experienced 
significant  growth  in  the  1980s.  hut 
at;reage  and  jiroduction  levels  have 
since  declined.  According  to  the 
Committee,  this  has  causeil  industry 
leaders  to  evaluate  which  programs  are 
most  beneficial  to  the  industry  and  the 
most  efficient  way  to  conduct  such 
programs.  Through  an  industrv  vote,  the 
(',K(;  was  discontinued  in  2011,  as 
previously  (liscn.ssiul.  The  Committee 
ladieves  that  marketing  re.searcb  and 
development  activities  jireviouslv 
conducted  hv  the  (XC  are  beneficial  to 
the  industry  hut  can  he  conducted 
under  the  Federal  marketing  order.  This 
creates  efficiencies  by  using  one 
industry  organization  to  carry  out  the 
functions  previously  conducted  hv  two 
organizations.  Therefore,  the  (Committee 
supports  maintaining  the  Fiuleral 
marketing  order  and  adding  marketing 
research  and  develojnnent  authoritv  to 
the  order. 

Providing  authority  for  the  (Committee 
to  conduct  marketing  research  and 


development  programs  wonld  assist  the 
industry  with  marketing,  distribution, 
and  consum|)tion  of  kiwifrnit.  The 
(Committee  could  undertake  marketing, 
re.searcb.  and  developmmd  activities 
such  as  conducting  market  and 
consumer  surveys,  which  could  identify 
consumer  and  market  preferences. 
Further,  adding  this  authority  to  the 
marketing  order  would  enable  the 
('ommittee  to  apply  for  Market  Access 
Program  (MAP)  funds  from  the  USHA 
and  engage  in  jointly  funded  export 
marketing  re.searcb  and  development 
activities.  Participation  in  jointly 
funded  programs  and  MAI’  funils  was 
identified  as  a  priority  by  the  (k)mmittee 
in  its  .strategic  jilanning  in  the  early 
2()()0s.  These  types  of  activities  would 
he  designed  to  increase  the  demand  and 
.sales  of  California  kiwifruit.  with  the 
intent  of  increasing  returns  to 
|)roducers. 

There  is  a  poteidial  cost  of  increased 
asse.ssments  to  fund  projects.  However, 
the  KAC]  would  evaluate  the  costs 
against  the  ])otential  hiniefits.  'I'he 
USHA  would  review  and  approve 
activities  prior  to  their  undertaking.  The 
KA(]  would  evaluate  activitiijs  after  they 
are  completed  to  ensure  that  goals  and 
ohjectiviis  are  met.  In  addition,  the 
Fedia'al  Agricidtural  Improvement  and 
Reform  Act  of  l‘)9()  (1998  f  arm  Bill) 
(Pul).  L.  104-127)  reijuires  Federal 
marketing  order  promotion  activities  !o 
he  evaluated  by  an  independent  |)artv  to 
en.snre  they  are  effective.  Thus,  anv 
such  ])rograms  conducted  under  the 
order  would  he  evaluated  to  ensure  the 
benefits  exceed  the  costs. 

For  the  rea.sons  stated  above,  it  is 
])roposed  that  .section  920.48  he  added 
to  authorize  marketing  research  and 
development  ])rograms  to  promote, 
a.ssist.  or  improve  the  marketing, 
distrihntion  and  consumption  of 
kiwifrnit. 

Proposal  Number  3 — Voluntary 
("ontrihutions 

This  i)ro])osal  would  add  .section 
920.4.')  to  authorize  the  C.ommittee  to 
receive  and  expend  voluntary 
contributions  for  market  develo])ment 
j)rojects,  market  re.searcb,  and 
production  and  postbarvest  research. 
The  propo.sal  also  contains  a  |)rovi.sion 
that  any  voluntary  contributions  would 
he  free  from  any  encumbrances  by  the 
donor  and  the  (lommittee  would  retain 
complete  control  of  their  use.  {]urrently, 
the  (]ommittee  oidy  has  authority  to 
collect  and  spend  a.sse.ssment  dollars.  In 
the  event  that  proposal  lunnher  one 
and/or  ])ropo.sal  number  two  are 
adopted,  for  examj)le.  the  ability  to 
acce])t  voluntary  contributions  would 
provide  the  Committee  with  additional 


funding  sources  for  production  and 
|)o.stharvest  research,  and  marketing 
re.searcb  and  develo|)ment  activities. 

This  proposal  com))liments  and 
supports  jnopo.sal  numbers  one  and 
two.  If  ado])ted.  this  pro])o.sal  could 
hel])  provide  financial  su])])ort  for 
marketing  research  and  develoi)ment 
activities.  Producers  and  handlers  could 
benefit  from  these  activities  as 
discussed  under  ])ropo.sal  numbers  one 
and  two.  Examples  of  additional 
funding  sources  include  voluntary 
donations  and  non-industry  .sources 
such  as  grants.  If  the  (]ommiltee 
received  funding  from  these  additional 
.sources,  it  could  helj)  to  mitigate 
potential  a.ssessment  rate  increa.ses  to 
fund  research  and  develo])ment 
projects. 

The  Committee  would  clearly 
communicate  that  voluntary 
contributions  accepted  would  he  free 
from  any  encumbrances  by  the  donor 
and  the  (iommittee  would  retain  control 
over  the  use  of  the  funds. 

For  the  reasons  stated  above,  it  is 
pro])o,sed  that  section  920.4.')  he  added 
to  authorize  the  Committee  to  receive 
and  exj)end  voluntary  contributions  for 
market  development  ])roject.s,  market 
research,  and  inoduction  and 
postbarvest  re.searcb. 

Proposal  Number  4 — (]ommittee 
Quorum 

This  proposal  would  modify  section 
920.32  so  that  apj)roval  by  eight 
memhers  of  the  (]ommittee  is  reijuired 
for  market  research  and  development  as 
well  as  production  and  postbarvest 
research  activities.  The  proposed  change 
to  require  an  eight  vote  majority  on 
marketing  research  and  development 
issues  is  consistent  with  industrv 
practices  and  voting  requirements  for 
Committee  actions  on  other  issues.  The 
Committee  is  comprised  of  twelve 
memhers  and  alternates.  This  ])ro])osal 
will  help  to  ensure  industry  su])port 
exi.sts  before  undertaking  these 
activities. 

.Section  920.32  of  the  order  provides 
that  actions  of  the  Committee  reiiuire  a 
majority  vote,  except  that  eight 
concurring  votes  are  reijuired  by  the 
Committee  with  resjject  to  actions 
concerning  exj)en.ses,  as.sessments,  or 
recommendations  for  regulations.  The 
addition  of  a])])roval  by  eight  memhers 
for  marketing  research  and  develo])inent 
activities  would  he  consistent  with 
current  Committee  ])rocedure.s  regarding 
issues  of  major  importance  to  the 
industry.  Reijuiring  eight  concurring 
votes  would  en.snre  that  major  actions  of 
the  (]ommittee  would  have  a  .su|)er 
majority,  indicating  that  a  hroail  level  of 
industrv  .suj)])ort  exi.sts  ])rior  to 
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undertaking  marketing  research  and 
development  activities. 

For  tlie  reasons  stated  al){)ve,  it  is 
l)roposed  that  section  t)2().32  l)e 
modified  so  that  a])])roval  l)y  eight 
memhers  of  tin;  (iommittee  is  rcuiuired 
for  market  r(!S(!arch  and  devidopment  as 
well  as  production  and  postharvest 
ni.search  activities. 

Proposal  Number  5 — Alternate  Member 
Procedures 

This  proposal  would  modify  section 
020.27  to  update  and  clarify  proc(ulures 
for  substitute  alternates  from  within  the 
.same  di.strict  to  re])resent  absent 
members  at  Ciommittee  meetings  in 
districts  with  more  than  two  memhers. 
Further,  this  proposal  would  clarify 
exi.sting  language  in  the  order  by 
jjroviding  the  authority  for  substitute 
alternates  within  the  same  district  to 
repn!sent  absent  members.  This  is  a 
nece.ssarv  change  designed  to  ujidate 
exi.sting  language;. 

Prior  to  2010,  the  ]jroduction  area 
covered  by  the  order  was  com])ri.sed  of 
eight  districts,  re])resented  by  one  or 
two  memhers,  and  an  alternate  memh(;r 
for  each  di.strict,  for  a  total  of  twenty- 
two  grower  positions.  In  2010,  the  order 
was  amended  and  the  nnmh(;r  of 
elistricts  decrea.sed  to  three.  Fach  district 
is  now  repre.sented  on  the  (Committee  hv 
two.  four  or  five  members  and  alternate 
members,  for  a  total  of  twenty-two 
grower  positions.  However,  section 
920.27  only  addresses  alternate 
memhers'  service  on  the  Committee  in 
districts  with  one  and  two  grower 
positions.  This  j)roi)osal  addresses 
alternate  members’  service  on  the 
(Committee  in  districts  with  more  than 
two  memhers.  as  well  as,  alternates  if 
both  a  member  and  his  or  her  respective 
alternate  are  unable  to  attend  a 
Committee  meeting.  In  such  situations, 
the  Committee  would  be  authorized  to 
designate  any  other  alternate  present,  in 
the  same  district,  to  serve  in  ])lace  of  the 
ahsc;nt  member. 

Updating  the  order  to  clarify 
])roci;dures  for  substitute  alternates’ 
.service  on  the  Committee  would  help  to 
ensure  that  quorum  recpiirements  are 
met.  It  would  also  contribute  to  an 
orderly  How  of  Committee  business 
resulting  in  a  ])o.sitive  impact  on 
|)roducers,  handlers,  and  consumers. 

For  the  reasons  stateil  above,  it  is 
])roposed  that  section  5)20.27  be 
modified  to  update  and  clarify 
procedures  for  substitute  alternates  from 
within  the  .same  di.strict,  to  repre.sent 
absent  members  at  Committee  meetings 
in  di.stricts  with  more  than  two 
members. 


Initial  Ha^nlatoiy  Flaxihility  Analysis 

Pursuant  to  reciuinanents  .set  forth  in 
the  Regulatory  Flexihilitv  Act  (RFA)  (.'j 
l)..S.C.  ()()1-()12),  the  Agricultural 
Marketing  .Service  (AM.S)  has 
considered  the  economic  im])act  of  this 
action  on  small  entities.  Accordingly. 
AM.S  has  i)repared  this  initial  n;gulatorv 
n(;xihility  analysis. 

I’he  jnir])ose  of  the  RFA  is  to  fit 
r(;gulatorv  actions  to  tin;  scale  of 
hu.sin(;s.s  subject  to  such  actions  in  order 
that  small  businesses  will  not  be  unduly 
or  disproportionately  burdened. 
Marketing  orders  issued  pursuant  to  the 
Act,  and  rules  i.ssued  thereunder,  are 
uni{|ue  in  that  they  are  brought  about 
through  group  action  of  e.ssentially 
small  entities  acting  on  their  own 
behalf. 

Based  on  committee  data,  there  are 
approximately  17.'5  producers  and  27 
handlers  of  kiwifruit  in  the  California 
production  area.  The  Small  Business 
Administration  (.SBA)  defines  small 
agricultural  producers  as  tho.se  having 
annual  receipts  of  less  than  .S7.'i(),()()(), 
and  small  agricultural  service  firms  are 
defined  as  those  having  animal  recei|)t,s 
of  less  than  .$7.t)()().()()().  (13  CFR 
121.201). 

The  California  Agricultural  .Statistical 
.Service  ((iA.S.S)  reported  total  California 
kiwifruit  production  for  the  2010-11 
season  at  32,700  tons,  with  an  average 
price  of  .$708  ])er  ton.  Ba.sed  on  the 
average  price,  shi])ment,  and  grower 
information  provided  bv  theCiA.S.S  and 
the  (Committee,  it  could  be  concluded 
that  the  majority  of  kiwifruit  handlers 
would  he  considered  small  husine.sses 
under  the  .SBA  definition.  In  addition, 
based  on  kiwifruit  production  and  jirice 
information,  as  well  as  the  total  number 
of  (kdifornia  kiwifruit  growers,  the 
a\'(;rage  annual  grower  revenue  is  less 
than  .$7,'5(),()()0.  Thus,  the  majority  of 
California  kiwifruit  producers  may  also 
be  classified  as  small  entities. 

The  amendments  ])ropo.sed  by  the 
Committee  would  provide  authority  to 
recommend  and  conduct  production 
and  j)o.stharve.st  research,  add  authority 
to  r(;commend  anti  conduct  marketing 
research  and  development  projects,  add 
authority  to  receive  and  ex])end 
voluntary  contributions,  amend 
l)rocedure.s  to  sjjecifv  that 
recommendations  for  production 
re.search  and  market  development  he 
approved  by  eight  memhers  of  the 
Committee,  and  uj)dat(;  j)rovision.s 
regarding  alternate  memh(;r.s’  service  on 
the  (Committee. 

These  propos(;d  amendments  were 
unanimously  recommended  at  public 
meetings  of  the  (Committee  held  on  )ulv 
1 2  and  December  1 3,  201 1 . 


If  jn'oposal  nnmher  one  regarding 
adding  re.search  authority  to  the  order  is 
approved  in  referendum,  there  would  be 
no  immediate  co.sts  to  growers  or 
handlers.  This  jjropo.sal  would  only 
])rovide  authority  to  recommend 
production  and  postharvest  re.search 
activities.  In  the  event,  the  (Committee 
decided  to  undertake  these  activities  in 
the  future,  there  would  he  a  co.st 
associated  with  funding  any  projects 
recommended.  now(;ver,  re.search 
activities  were  i)reviously  funded  by  the 
industry  through  the  (iKC,.  which  no 
longer  exists.  Ther(;fore.  there  would  be 
no  net  increase  in  costs  to  the  industry; 
the  co.sts  would  merely  be  shifted  from 
one  industry  organization  to  another. 

Section  920.41(h)  of  the  order 
establishes  a  maximum  limit  on  the 
assessment  rate  that  may  hi; 
implemented.  The  limit  was  established 
at  .S.()3.'i  per  tray  equivalent  (0.8  pounds) 
when  the  order  was  promulgated  in 
1984,  and  may  hi;  adjusted  for  inflation. 
The  assessment  rate  currently  in  effect 
is  .$.()3.'5  jK;r  19.8-])ound  (9  kilo) 
container,  or  approximately  $.012  per 
tray  (;(]uivalent  (§  920.213).  The  current 
rate  is  well  below  tin;  maximum 
authorized  under  the  order  and  any 
potential  increase  in  the  a.ss(;.ssment  rate 
to  cover  the  costs  of  research  activities 
is  antici])ated  to  he  well  within  the 
maximum  a.sse.ssment  rate  authorized 
under  thi;  ord(;r.  Therefori;.  the 
(lommittee  did  not  recommend  an 
incr(;a.se  in  the  assessment  rate 
limitation,  in  addition,  if  proposal 
number  three,  regarding  authority  for 
the  (Committee  to  accept  voluntary 
contributions  is  ajjproved.  it  could 
provide  additional  sources  of  revenue 
and  reduce  the  amouut  of  asse.ssment 
monies  otherwise  needed  to  fund 
re.search  activities. 

Although  there  would  be  a  co.st 
associated  with  any  research  activities 
undertaken  by  the  industry,  the  b(;nefit.s 
of  such  activities  would  be  expected  to 
outweigh  the  costs.  Fa.st  benefits  of 
production  re.search  to  the  California 
kiwifruit  industry  include  improved 
techniiiues  for  establishing  vineyards, 
improved  techni(iu(;s  for  ])runing, 
thinning,  irrigating.  j)ollination. 
fertilizer  a])])Hcation,  disea.se  and  pest 
management,  and  harvesting.  Benefits  of 
postharvest  re.search  include  improved 
methods  of  fruit  storage,  packaging,  and 
transportation.  These  re.search  r(;.sult.s 
have  been  dis.seminated  to  growers  and 
handlers  in  the  ])a.st  and  have  been 
instrumental  in  maintaining  a  viable 
kiwifruit  industry  in  (ialilbrnia.  The 
Committee  believes  a  continuation  of 
these  tyjjes  of  activities  is  im])ortant  to 
the  long  term  .success  of  the  industry. 


Federal  Register/ Vol.  78,  No.  27/ Friday,  February  8,  201.8 / Proposed  Rules 


9335 


Prior  to  undertaking  any  re.search 
activities,  tlie  ('onimittee  would 
evaluate  potential  projects  and  their 
costs  again.st  the  j)otential  benefits  to  the 
indu.strv.  Any  projects  recommended  by 
the  Committee  would  Ik;  reviewed  and 
approved  hv  D.SilA  helbn;  being 
implenumted.  The  (A)mmitt(!e  and 
U.SIIA  would  j)rovide  oversight  to  hel|) 
ensure  that  the  goals  and  objectives 
were  being  met.  'I’he  resnlts  woidd  be; 
di.s.seminated  to  industry  immihers  and 
would  also  be  available  to  the  public. 

If  proposal  numl)(!r  two  nigarding 
adding  authority  to  the  order  for 
marketing  re.sciarch  and  development 
projects  is  approved,  there  would  b(!  no 
immediate  co.sts  to  the  industry,  as  with 
jiroposal  number  one.  This  ])roposal 
would  similarlv  onlv  ])rovide  authoritv 
to  recommend  production  and 
j)ostharvest  re.search  activities.  In  the 
event,  the  Committee  decided  to 
undertake  these  activities  in  the  future, 
there  would  hi*  a  cost  associated  with 
funding  any  marketing  research  and 
diwelopment  projects  recommended. 
I'he.se  activities  were  also  previouslv 
fuiubul  by  the  CKC.  .so  any  costs 
a.ssociat(;d  with  undertaking  tliem 
wonld  likewise  be  shiftcul  from  one 
kiwifruit  industrv  organization  to 
another,  and  then;  may  not  be  an  overall 
cost  increast!  to  the  indu.strv.  as  a  whole. 

Like  production  and  po.stharv(!.st 
re.search  activities  discu.ssed  above;, 
marketing  research  and  develo])ment 
jnojects  could  also  receive 
su])])iemental  funding  through  receipt  of 
voluntary  contributions  if  proposal 
number  three;  is  ap])re)ve;el.  This  e;e)ulel 
help  te)  mitigate  any  po.ssible;  a.sse;.ssme;nt 
rate;  ine;rease;.s  te)  pav  fe)r  the  e:e)sts  e)f 
the;.se  aedivities.  Te)  the  ei.xtent  that  the; 
assessment  rate;  mav  ne;e;el  te)  he; 
incre;aseel.  any  ine:re;ase  we)idel  he 
limiteel  so  it  remains  within  the 
maximum  level  authe)rizeel  unele;r 
se;e;tie)n  920.41  e)f  the;  e)reler. 

Anv  ine;re;ase;el  e;e).st.s  as.se)e;iateel  with 
marke;ting  re;.s);are;h  anel  ele;vele)j)ment 
activitie;s  are  expe;e;te;el  to  be  outweigheel 
by  the  he;nefit.s.  Marke;ting  re;.se;are:h 
e:e)ulel  be;  e:e)nehie:te;el  re;gareling 
eionsumers'  taste;s  anel  pre;fe;re;ne:e;s,  anel 
this  type;  e)f  infeermatieen  is  valeiahle;  in 
ele;vele)j)ing  marke;ting  strate;gie;s. 
Ce)lle;e:tie)n  of  marke;t  elata  e:an  alse)  be; 
use;ful  te)  elete;rmine  the;  sue;e:e;s.s  e)f  prie)r 
j)re)grams  anel  te)  ele;ve;le)i)  future; 
pre)grams.  Market  ele;vele)pme;nt 
pre)gram.s  e:e)ulel  be;  use;el  te)  e;e)nelue:t 
j)re)grams  elesigne;el  te)  ine:re;a.se 
awarene;s.s  anel  ele^manel  fe)r  (]alife)i'nia 
kiwifruit.  These;  elemanel  huileling 
ae;tivitie;.s  we)ulel  be;  e;xj)e;e:te;el  te)  ine;rease 
.sales  with  the  inte;nt  e)f  ultimatelv 
increasing  re;turns  te)  proelue:er.s. 


Prior  te)  unele;rtaking  any  marke;ting 
re;se;are;h  anel/e)r  market  ele;vele)pme;nt 
cie:tivitie;.s.  tlie  (;e)mmitte;e;  we)idel 
evaluate  ])e)te;nti;il  pre)je;e;ts  anel  the;ir 
e;e)sts  agiiinst  the;  i)e)te;ntiiil  l)e;ne;fits  te)  the; 
inelustrv.  Any  i)re)je;e:ts  re;e:e)mme;nele;el  by 
the;  (^e)mmitte;e;  weeulel  he;  re;vie;we;el  anel 
appre)ve;el  by  II.SDA  he;fe)re;  being 
imi)le;mente;el.  The;  (',e)mmilte;e;  we)ulel 
pre)viele;  eeversight  te)  ensure;  the  ge)als 
anel  e)hje;e:tive;.s  we;re;  l)e;ing  nie;t.  In 
aelelitie)!).  as  re;eiuire;el  by  the;  Feeleral 
Agrieadtural  hn])re)ve;ment  anel  Re;fe)rm 
Ae:t  e)f  loot),  emv  marke;ting  re;.se;are:h  anel 
eleve;le)j)me;nt  preegrams  engageel  in 
unele;r  a  Feelend  marketing  eereler  re;e]uire; 
pe;rie)elie:  evaluatieen  bv  an  inele;|)e;nele;nt 
thirel  party  te)  ensure  the;y  are;  e;ffe;e:tive. 
Thus,  any  sue:h  pre)gram.s  e;e)nelue:te;el 
unele;r  the;  kiwifruit  eereler  we)idel  be; 
evaluateel  te)  help  ensure;  the;  l)ene;fits 
e;xe:e;e;el  the;  e;e)sts. 

Pre)pe)sal  number  thre;e;  we)ulel  ])re)viele; 
autheerity  fe)r  the;  (a)mmitte;e;  te)  re;e:e;ive; 
ve)luntary  e:e)ntrihutie)ns  te)  helj)  funel 
marke;ting  re;se;are:h  anel  ele;ve;le)pme;nt 
ae:tivitie;s.  If  apj)re)ve;el  :mel  utilizeel.  this 
e:e)ulel  ])re)vieie;  an  aelelitie)nal  se)ure:e  e)f 
re;ve;nue;  te)  help  snp])le;me;nt  the;  funeling 
e)f  re;se;are;h  anel  ele;ve;le)|)me;nt  ])re)gram.s. 
rhe;.se;  ty])e;s  e)f  pre)gnmis  are;  inte;nele;el  te) 
be;ne;fit  the;  entire;  inelustrv.  This 
|)re)pe)s;d  weeidel  ne)t  ine:re;ci.se;  e)r  ele;e:re;ase; 
any  repeerting,  re;e:e)rel  ke;eping,  e)r 
e:e)mpliane:e;  e;e),sts.  Ae:e;e;|)time;e;  e)f 
ve)hmtarv  finane;ial  e:e)ntril)utie)ns  hv  the; 
(a)mmitte;e;  weeidel  ne)t  re;sult  in 
ine:re;a.se;el  e:e)st.s.  Rather,  it  might  re;elue;e; 
the;  ame)unt  e)f  asse;.ssme;nt  re;ve;nue; 
ne;e;eleel  to  funel  a  give;n  pre)gram  e)r 
pre)gnims. 

Pre)pe).sal  numbe;r.s  fe)ur  anel  five  relate; 
te)  ve)ting  ])re)e:e;elure;s  anel  alte;rnate; 
members’  .se;rvie;e  e)n  the  ('.onimittee. 
Be)th  are  pre)e;e;elural  in  nature;  anel 
we)ulel  have;  ne)  e;e:e)ne)mie:  impae.t  e)n 
proelue;ers  or  hanellers  if  the;y  are; 
appre)ve;el  be;e:ause;  they  we)ulel  ne)t 
establish  any  re;gulate)rv  re;e]uire;ments 
e)n  hanellers,  ne)r  elo  the;y  e:e)ntain  any 
assei.ssment  e)r  funeling  imj)lie:atie)n.s. 
There;  weeulel  be;  ne)  e:hange  in  finanenal 
e:e).sts,  rt;j)e)rting,  e)r  re;e:orelke;eping 
re;eiuire;me;nt.s  if  e;ithe;r  of  the;se;  pre)pe)sals 
is  appre)ve;el. 

Alte;rnatives  te)  the;se;  pre)pe).sal.s, 
inclueling  making  ne)  e:hange;.s  at  this 
time,  were;  e:e)nsiele;re;ei.  He)we;ve;r,  the; 
Ce)mmitte;e;  be;lie;ve;.s  it  weeulel  be; 
he;ne;fie:ial  te)  have;  the;  means  ne;e:e;.ssarv 
te)  e:e)nelue;t  pre)elue:tie)n  re;.se;are;h  anel 
marke;t  ele;ve;le)|)me;nt,  as  well  as 
e:e)lle;e;ting  ve)hmtary  e;e)ntril)utie)ns.  anel 
e:larifying  pre)e:e;elur;d  language;  leer 
(;e)mmittee  me;eting.s. 

In  ae:e:e)relane:e  with  the;  Paperwe)rk 
Re;elue:tie)n  Ae:t  e)f  lOO.'i  (44  l)..S.(;. 
ediajiter  3.')).  the  oreler’s  infeermation 
e:olle;e:tie)n  re;ejuire;me;nts  have  be;en 


pre;vie)nsly  <ippre)veel  by  the  ()ffie:e;  e)f 
Mamigement  anel  Buelget  (OMB)  anel 
assigne;el  OMB  Ne).  ().')81-()18t).  (ie;ne;rie; 
OMB  I'ruit  Cre)]).s.  Ne)  edianges  in  the)se 
re;eiuire;me;nts  as  a  re;sult  e)f  this 
pre)e;e;e;eling  :ire;  iintieapateel.  .She)ulel  anv 
e:hange;s  he;e;e)me;  ne;e;e;.s.sary.  the;y  we)ulei 
he;  suhmitte;el  te)  OMB  fe)r  a])])re)val. 

As  with  all  Fe;ele;nil  marketing  e)rele;r 
l)re)grams.  re;|)e)rts  anel  feerms  are; 
pe;rioelie;ally  re;vie;we;el  te)  re;elue:e; 
infe)rmatie)n  re;ejuire;nu;nts  anel 
eluplie;atie)n  by  inelustrv  anel  puhlie: 

.se;e:te)r  ageneaes. 

In  aelelition.  U.SDA  has  ne)t  iele;ntifie;el 
;mv  relevant  Fe;ele;ral  rule;.s  that 
eluplieaite.  e)verlap.  e)r  e;e)nnie:t  with  this 
rule. 

AM.S  is  e:e)mmitte;ei  te)  e:e)mplying  with 
the;  H-(jOve;rnment  Ae:t.  to  preemote  the; 
use  of  the;  Internet  anel  eether 
informatieen  te;e;hne)logie;.s  to  jeroviele 
ine;re;aseel  oppeertunitieis  leer  eatizen 
;ice:e;.ss  te)  Covernment  infeermation  anel 
.servie:e;s,  anel  lor  eether  purpee.ses. 

The;  Committee's  meetings,  at  whie;h 
the;.se;  ])re)])e)sals  were;  eliseaisseel.  we;re; 
wielely  puhlieazeel  througheeut  the; 
kiwifruit  inelustry.  All  inte;re;.ste;el 
pe;rse)n.s  were;  inviteel  te)  atte;nel  the; 
me;e;ting  anel  e;ne:e)urage;el  te)  partieajeate; 
in  Ce)mmitte;e;  ele;libe;ratie)ns  een  all 
issue;s.  Like;  all  (a)mmitte;e  me;e;ting.s.  the; 
me;e;ting  w;i.s  ])uhlie;.  anel  all  e;ntitie;s, 
he)th  large;  anel  small,  were;  e;ne:e)urage;el 
te)  e;x])re;ss  their  views  e)n  the;.se; 

})re)pe).sal.s. 

Fimdly.  inte;re;.ste;el  pe;r.se)n.s  are;  invite;el 
te)  submit  e:e)mme;nts  e)n  the;  ])re)pe).se;el 
;ime;nehne;nts  to  the  e)rele;r.  inedueling 
e:e)mme;nts  e)n  the;  re;gidate)ry  anel 
infe)rmational  imi)ae:ts  eefthis  ae:tie)n  on 
small  businesses.  Fe)lle)wing  analysis  e)f 
any  e;e)mme;nts  re;ce;ive;el  on  the 
ame;nelments  pre)j)e)se;el  in  this  rule,  AM.S 
will  evaluate  all  available  infeermation 
anel  eletermine  whe;ther  to  pre)e:e;eel.  If  so, 
a  ])ro])e).seel  rule  anel  referenelum  oreler 
woulel  be  issue;el  anel  pre)elue;er.s  weeulel 
he  ])re)vieleel  the  e)])pe)rtunity  te)  vote;  for 
e)r  against  the  pre)pe).se;el  amenelments. 
lnfe)rmiitie)n  al)e)ut  the  re;fere;nelum, 
inedueling  elate;s  anel  voter  eligibility 
re;eniire;me;nts,  woidel  he;  puhlisheel  in  a 
future;  issue  e)f  the;  Federal  Register.  A 
final  rule;  we)ulel  then  be;  issueel  te) 
e;ffee:tuate  any  amenelments  fave)re;el  by 
pi'e)elue;e;r.s  ))artie:ij)ating  in  the; 
referenelum. 

A  small  l)usine;.ss  guiele;  e)n  e:e)m])lying 
with  fruit.  ve;ge;tal)le,  anel  speeaaltv  e:re)p 
marketing  agre;e;me;nts  anel  e)rele;rs  may 
be;  vie;we;el  at;  \\’\v\\’.(iniSAiscJ(L}>()v/ 
Mdi'h^lingOrdaisSnidlllhisinassChiida. 
Any  e|ue.stie)n.s  abeeut  the;  e:e)mpliane:e; 
guiele  .shoulel  be;  sent  to  Laurel  May  at 
the;  ])revie)u.sly  mentioneel  aelelress  in  the; 
FOR  FURTHER  INFORMATION  CONTACT 
,see;tie)n. 
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(General  Findings 

'I'lie  findings  hereinafter  set  forth  are 
sn])])leinentary  to  the  findings  and 
determinations  wliicli  were  ])revionsly 
made  in  connection  witli  tlie  issuance  of 
tlie  marketing  order;  and  all  said 
previous  findings  and  determinations 
are  Ininiby  ratified  and  affirmed,  except 
insofar  as  such  findings  and 
determinations  may  he  in  conflict  with 
the  findings  and  determinations  set 
forth  herein. 

1.  The  marketing  order,  as  amended, 
and  as  hereby  proposijd  to  he  further 
amended,  and  all  of  the  terms  and 
conditions  thereof,  would  tend  to 
effectuate  the  declared  policy  of  the  Act; 

2.  The  marketing  order,  as  aimiuded, 
and  as  hereby  projjosed  to  he  further 
amended,  regulates  the  handling  of 
kiwifrnit  grown  in  (California  in  the 
.same  manner  as.  and  is  applicable  only 
to,  persons  in  the  resj)ective  classes  of 
commercial  and  industrial  activity 
specified  in  the  marketing  order; 

3.  The  marketing  order,  as  amended, 
and  as  hereby  proposed  to  he  further 
amended,  is  limited  in  application  to 
the  smallest  regional  production  area 
which  is  j)racticahle,  consistent  with 
carrying  out  the  declared  policy  of  the 
Act,  and  the  issuance  of  .several  orders 
applicahli!  to  subdivisions  of  the 
l)rodnction  area  would  not  effectively 
carry  out  the  declared  policy  of  the  Act; 

4.  The  marketing  order,  as  amended, 
and  as  hereby  jirojjosed  to  he  further 
amended,  pre.scrihes,  insofar  as 
practicable,  such  different  terms 
applicable  to  different  jiarts  of  the 
production  area  as  are  necessary  to  give 
due  recognition  to  the  differences  in  the 
production  and  marketing  of  kiwifrnit 
]3roduced  or  packed  in  the  production 
area;  and 

.'5.  All  handling  of  kiwifrnit  produced 
or  packed  in  the  production  area  as 
defined  in  the  marketing  order  is  in  the 
cnrnmt  of  interstate  or  foreign 
commerce  or  directly  burdens, 
obstructs,  or  affects  .such  commerce. 

A  (iO-day  comment  pmiod  is  ])rovided 
to  allow  interested  ])ersons  to  res])ond 
to  th(!se  ])ro])osals.  Anv  comments 
received  on  the  amemlments  pro])osed 
in  this  rule  will  he  analyzed,  and  if 
AMS  determines  to  procetul  based  on  all 
the  information  pre.sented,  a  producer 
referendum  would  be  conducted  to 
(kdermine  grower  supjjort  for  the 
proposed  amendments.  If  appropriate,  a 
final  rule  would  then  be  issued  to 
effectuate  the  amendments  favored  by 
j)roducers  j)articipating  in  the 
referendum. 


List  of  Subjects  in  7  (T’R  Part  920 

Kiwifrnit,  Mark(!ting  agreements. 
Reporting  and  recordkeeping 
retpunmients. 

For  the  r(!asons  set  forth  in  the 
|)r(!aml)le.  7  (iFR  ])art  ‘)2()  is  proj)o.sed  to 
he  amimded  as  follows; 

PART  920— KIWIFRUIT  GROWN  IN 
CALIFORNIA 

■  1 .  The  authority  citation  for  7  (IFR 
part  920  continues  to  r(!ad  as  follows; 

Authority:  7  ()()l-()74. 

■  2.  Revise  ^  920.27  to  read  as  follows; 

§920.27  Alternate  members. 

An  alternate  member  of  the 
committee,  during  the  ah.sence  of  the 
member  for  whom  that  individual  is  an 
alternate,  shall  act  in  the  place  and 
stead  of  such  memher  and  perform  such 
other  duties  as  a.ssigned.  In  the  event 
both  a  memh(!r  and  his  or  her  alternate 
are  unable  to  attend  a  committee 
meeting,  the  committee  may  designate 
any  other  alternate  memher  from  the 
same  district  to  serve  in  such  member’s 
])lace  and  steacl.  In  the  event  of  the 
death,  removal,  resignation,  or 
discjiialification  of  a  memher,  the 
alternate  of  such  memher  shall  act  for 
him  or  her  until  a  successor  for  such 
memher  is  selected  and  has  (pialified. 

■  3.  In  §  920.32,  revi.se  paragra])h  (a)  to 
read  as  follows; 

§  920.32  Procedure. 

(a)  Fight  members  of  the  committee, 
or  alternates  acting  for  nKMiihers,  shall 
con.stitnte  a  (inornm  and  any  action  of 
the  committee  shall  recinire  the 
concurring  vote  of  the  majority  of  tho.se 
{Ji’esfiiit;  Providfid,  3'hat  actions  of  the 
committee  with  re.sj)ect  to  ex|)en.ses  and 
a.ssessments,  ijroduction  and 
posthaiA'est  research,  market  research 
and  development,  or  recommendations 
for  regulations  ])nr.snant  to  §§920. .'30 
through  920.,'3.'3,  of  this  part  shall  rerjuire 
at  least  eight  concurring  votes. 
***** 

■  4.  Add  §  920.45  to  nxid  as  follows; 

§920.45  Contributions. 

The  committee  may  accept  voluntary 
contributions,  hnt  these  shall  only  he 
used  to  pay  expenses  incurred  pursuant 
to  §§  t)20.47  and  920.48.  Furthermore, 
such  contributions  shall  he  free  from 
any  encumbrances  by  the  donor,  and  the 
committee  shall  retain  comjilete  control 
of  their  use. 

■  5.  Add  §  920.47  to  nuid  as  follows; 

§920.47  Production  and  postharvest 
research. 

The  committee,  with  the  approval  of 
the  Secretary,  may  establish  or  provide 


for  the  e.stahlishment  of  projects 
involving  re.search  designed  to  assist  or 
improve  the  efficient  production  and 
postharvest  handling  of  kiwifrnit. 

■  0.  Add  §  920.48  to  read  as  follows; 

§  920.48  Market  research  and 
development. 

The  committee,  with  the  a])proval  of 
the  Secretary,  may  establish  or  j)rovide 
for  the  e.stahli.shment  of  marketing 
research  and  development  projects 
designed  to  assist,  improve,  or  promote 
the  marketing,  distrihntion,  and 
consumption  of  kiwifrnit. 

Dated:  l'’(!l)riiary  4.  2013. 

David  R.  Shipman, 

Aclininistralor.  A^riciiltunil  Mcirkvting 
.S’en/ce. 

IFK  Doe.  2(n:i-()2Hl()  Filed  2-7-i:i:  K:4.">  am| 
BILLING  CODE  3410-02-P 


FEDERAL  HOUSING  FINANCE 
AGENCY 

12CFR  Part  1215 
PIN  2590-AA51 

Production  of  FHFA  Records, 
Information,  and  Employee  Testimony 
in  Legal  Proceedings 

AGENCY:  Federal  Housing  Finance 
Agency. 

ACTION;  Notice  of  ])ropo.sed  rulemaking; 
with  reijiie.st  for  comments. 

SUMMARY:  'I’he  Federal  Housing  Finance 
Agency  (FHFA)  ])ropo.ses  a  regulation 
governing  the  production  of  FHFA 
records,  information  or  employee 
testimony  in  connection  with  legal 
proceedings  in  which  neither  the  United 
States,  nor  FHFA  is  a  party.  This 
projJosed  ride  would  e.stahlish 
recinirements  and  procedures  for 
demanding  or  requesting  parties  to 
submit  demands  or  reijnests.  and  factors 
for  FHFA  to  consider  in  determining 
whether  FHFA  einjilovees  will  provide 
records,  information  or  testimony 
relating  to  their  official  duties.  P’HFA’s 
desirable  intent  is  to  standardize 
practices,  promote  uniformity  in 
decisions,  preserve  the  ability  of  FHFA 
to  conduct  agency  hnsine.ss.  jirotect 
confidential  information,  provide 
guidance  to  demanding  or  recjnesting 
jiarties.  minimize  involvement  in 
matters  unrelated  to  the  agency 
missions  and  programs  of  FHFA.  avoid 
wasteful  allocation  of  agency  re.sonrc.es. 
and  preclude  spending  jmhlic  time  and 
money  for  private  jnirposes. 

DATES:  (lomments  on  this  jiroposed  rule 
are  due  (it)  days  after  publication.  F'or 
additional  information,  .see 
SUPPLEMENTARY  INFORMATION. 
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ADDRESSES:  You  niav  submit  your 
comments,  identified  by  Regnlatory 
information  Number  (RIN)  2.'j5)()-AA.'jl , 
by  any  of  tlie  following  methods: 

•  Enuiil:  (lomments  to  Alfred  M. 
I’ollard,  (General  (Counsel,  may  lx;  sent 
l)y  (iinail  to  JiagC^omwnnls&jfhfd.^ov. 
Please  incliule  ('.omments/RlN 
AAfil  in  the  mes.sage’s  subject  lim;. 

•  Fddaral  (dhilonuiking  Portal:  http:// 
mnr.regn/(;//ons.go\’.  Follow  the 
instructions  for  submitting  comments.  If 
you  submit  your  comment  to  the 
Fodoral  (dhdeinakin<^  Portal.  i)lease  also 
.send  it  by  email  to  FI  IFA  at 
lio}>(lon}ia(ints@jhfa.<’ov  to  ensure 
timely  receij)t  by  the  Agency.  Please 
include  (iomments/RlN  25‘K)-AA.'jl  in 
the  subject  line  of  the  message. 

•  Couriar/liand  Dalivary:  The  band 
delivery  address  is:  Alfred  M.  Pollard, 
(ameral  (lonnsel.  Attention:  (Comments/ 
RIN  2.1t)()-AA31.  Federal  Housing 
Finance  Agency.  (Constitution  (Center. 
Rigbtb  Floor.  4()()  .Seventh  .Street  .SW.. 
Washington.  D(C  20024.  The  package 
should  h(!  loggeil  in  at  the  (Cuard’s  Desk. 
First  Floor,  on  busincjss  days  between  0 
a.m.  and  ]).m. 

•  ILS.  Mail,  Vnitad  Parcel  Sendee , 
Federal  Express  or  ( It  her  Mail  Sendee: 
Tht!  mailing  addniss  for  comments  is: 
Alfred  M.  Pollard.  (Ccmeral  (Counsel. 
Attention:  (Comments/RIN  2.'j00-AA.')l . 
Federal  Housing  Finance  Agency. 
(Constitution  (Center.  I'Cighth  Floor.  400 
.Seventh  .Stniet  .SW..  Washington.  IXC 
20024. 

FOR  FURTHER  INFORMATION  CONTACT: 
lames  P.  Ionian.  .Senior  (Counsel.  202- 
()4t)-307.'j  (not  a  toll-free!  number). 
Feideral  Housing  Finance  (Centeir, 
(Constitution  (Ceinter,  Fighth  F’loor.  400 
.Seventh  .Street  .SW..  Washington,  D(C 
20024.  The  telephone  nundeer  for  the 
Telecommunications  Device  for  the 
Hearing  lmj)aired  is  800-877-833t). 
SUPPLEMENTARY  INFORMATION: 

I.  (Comments 

F’HFA  invites  comments  on  all  as])ects 
of  the  pro|)osed  rule,  and  may  revise  the 
language  of  the  j)ropo.sed  rule  as 
appropriate  after  taking  all  comments 
into  consi(l(!ration.  (Copies  of  all 
comments  received  will  he  posted 
without  change  on  the  FHlv\  weh  site 
at  http://\\  \\'\v.lhfa.^ov,  and  will  include 
any  personal  information  you  provide, 
such  as  your  name,  address,  email 
address,  and  tehiphone  number.  (Copies 
of  all  comments  received  will  be  made 
available  for  examination  by  the  ])uhlic 
on  business  days  between  the  hours  of 
10  a.m.  and  3  p.m.,  at  the  Federal 
Housing  Finance  Agency.  (Constitution 
(CcMiter.  Eighth  Floor.  400  .Seventh  St. 
.SW.,  Washington.  IXC  20024.  To  make 


an  appointnuint  to  inspect  comments. 
l)lease  call  the  Office  of  Oeneral  (Counsel 
at  202-040-3804 

II.  Hackgroiind 

A.  Fstahlishineat  of  FI  IFA 

The  Housing  and  fCconomic  Recovery 
Act  of  2008  (‘‘1 IICRA").  Pid)lic  Law  No. 
110-280,  122  .Stat.  20.')4,  amended  the 
Federal  Housing  ICnterprises  Financial 
.Safety  and  .Soun(lu(!ss  Act  of  1002 
(.Safety  and  .Soundness  Act)  (12  H.S.fC. 
4.')01  et  se(].)  and  the  Fcideral  Home 
Loan  Hank  Act  (12  U.S.CC.  1421-1440)  to 
establish  FI  IFA  as  an  independent 
agency  of  the  Federal  (Covernment. 

HERA  transferred  the  suj)ervisory  and 
oversight  res])ousihilities  of  the  Office  of 
Federal  Housing  Enterprise  Oversight 
over  Faiuue  Mae  and  Freddie  Mac,  and 
of  the  Federal  Housing  Finance  Board 
over  the  Fculeral  Home  Loan  Banks  and 
the  Bank  .System’s  Office  of  Finance,  to 
FHF’A.  FHFA  is  tasked  with  (insuring 
that  the  Federal  National  Mortgage 
Association,  the  Fechaal  Home  Loan 
Mortgage  Corporation,  and  the  Ftuleral 
Home  Loan  Banks  (collectively,  the 
r(!gnlated  (intities)  operate  in  a  safe  and 
sound  manner:  fo.ster  li(|in(l,  efficient, 
comijetitive  and  nisilient  national 
housing  finance  markets;  com])ly  with 
their  r(!S])(!ctive  authorizing  statntcis. 
and  all  nd(!s,  regulations,  guideliiuis, 
and  orders  issinid  pursuant  to  those 
authorities;  carry  out  their  mi.ssions 
through  duly  anthoriz(!d  activities:  and 
that  th(!ir  activities  and  operations  are 
consi.stent  with  the  pidilic  int(!re.st. 
.Section  llO.'j  of  HERA  amended  the 
.Safety  and  .Sonndn(!ss  Act  and  the 
lnsp(!ctor  (Ceneral  Act  of  l‘)78  to 
establish  an  lns])ector  Ceneral  within 
FHFA.  See  12  li..S.(C.  4.')! 7(d).  Among 
other  duties.  FHFA  (Iffice  of  Inspector 
(nmeral  (“FHFA-OKP’)  is  nisponsihle 
for  conducting  audits,  evaluations,  and 
investigations  of  FHFA’s  ju'ograms  and 
operations;  recommending  policies  that 
])romote  (iconomy  and  efficienev  in  the 
administration  of  FHFA’s  programs  and 
op(!rations:  and  |)rev(!nting  and 
detecting  fraud,  waste  and  abuse  in 
FHFA’s  programs  and  operations. 

II.  \’eed  for  Proposed  Hale 

F’echiial  agencies  often  receive  formal 
demands  (including  subpoenas)  or 
informal  recjuests  to  jiroduce  nicords. 
iidormation,  or  t(!stimony  in  judicial, 
legislative  or  administrative  prociuidiugs 
in  which  tho.se  agencies  or  the  United 
.States  is  not  a  named  ])artv.  Manv 
federal  agenci(!s  have  issued  regulations 
to  addre.ss  the  suhmi.ssion,  evaluation, 
and  proc(!.ssing  of  these  demands  or 
r(!C|uests.  They  have  done  so  because 
r(!sponding  to  tlnxse  demands  or 


reciuests  is  burdensome,  may  di.srupt  an 
agency  (unjiloyee’s  work  sclnulule 
significantlv,  mav  involve  the  agenev  in 
issues  unrelat(!(l  to  its  res])onsihiliti(!S, 
may  divert  agemey  r(!sources  from 
accom])lishing  mi.ssion  critical 
functions,  and  may  im])ed(!  tlu!  agiincy’s 
accom])lishment  of  its  mission  and 
goals.  .Standard  rid(!s  alhn  iatc!  these 
difficulties  by  ensuring  tinuily  notice 
and  centralized,  objective  decision 
making.  'I'he  United  .States  .Supreme 
(iourt  upheld  this  tyj)e  of  nigulation  in 
United  States  ex  ref  Touhy  v.  Hagen, 

340  IL.S.  402  (lO.'H).  holding  that 
])rovisious  in  the  federal 
“honsekee])ing”  statute,  .'5  U.S.d  22,  .'5 
U.S.C.A.  22  (now  .0  II.S.C.  301), 
authorize  agencies  to  promulgate  ruhxs 
governing  record  production  and 
employee  te.stimony. 

.Since  the  (istahlishment  of  FHFA  and 
the  e.stahlishment  of  the  F’HFA-(11(I 
within  FHFA.  F’HFA  has  not  issued  a 
regulation  governing  the  suhmi.ssion, 
evaluation,  and  processing  of  demands 
or  retjuests  in  coun(!ction  with  a  legal 
proceeding.  This  j)ro])osed  ride  fills  that 
gap  and  re])laces  a])])licahle  legacy 
regulations  issued  by  FHF’A’s 
pred(!cessor  agencies,  the  Offici!  of 
Fiideral  Housing  Enterpri.se  Oversight 
and  the  luideral  Housing  F’inance  Board, 
rhi!  proposed  rule  would  prohibit 
FHF’A  em])lovees  from  ])ro(lucing 
records,  iidormation,  or  testimony  in 
response  to  demands  or  nujiiests,  uidess 
the  demands  or  recpiests  comply  with 
the  rule,  and  F’HFA  then  grants 
piirmi.ssion  for  the  jiroduction. 
(’,om])liance  with  the  rule  is  necessary, 
hut  not  sufficient,  for  production  to 
occur.  The  jiroposed  rule  identifies  the 
information  that  demanding  or 
reijuesting  ])arties  must  jirovide  and  the 
factors  that  F’HF’A  may  consider  when 
evaluating  demands  or  reejuests. 

The  ])roposed  rule  would  ensure  a 
more  efficient  use  of  agency  re.sourc(!s, 
minimize  the  jiossihility  of  involving 
F’HF’A  in  issues  unrelated  to  its  mission, 
|jromote  uniformitv  in  responding  to 
demands  or  re(]ne.st.s,  and  maintain  the 
impartiality  of  FHFA  in  matters  that  are 
in  dis])nte  hetweini  other  jiarties.  It  will 
also  .serve  the  interests  of  F'HF’A  in 
protecting  sensitive,  confidential  and 
])rivili!ged  information  and  records  that 
are  gimerated  and  compiled  in  the 
performance  of  official  duties. 

F'or  these  reasons,  public  notice  and 
opportunity  to  comment  are  not 
re(]uired  under  the  Administrative 
Brocedure  Act.  but  F’HFA  is  providing 
such  notice  and  opjiortnnity  to 
comment  as  a  matter  of  di.scretion. 
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III.  Section-by-Section  Analysis 

S(i(:ti()n  1215.1  Scope  (ind  Purpose 

This  section  (lescril)es  the  ruhi’s 
.s(:o])e.  whicli  includes  internal  agency 
operations.  I'his  .section  also  .sets  ibrtli 
th(!  rule’s  purjxjse,  which  is  to  specify 
the  manner  in  which,  and  standards  by 
which,  demands  or  recpiests  for  records, 
iidbrmation,  or  testimony  must  be 
submitted,  evaluated,  and  ])roces.sed. 

Section  1215.2  Applicohilitv 

This  section  identifies  thost;  demands 
or  reciuests  for  FUFA  r(!(a)rds, 
information,  or  t(;stimony  that  are 
subject  to  the  rule.  This  section  also 
stales  the  tyjjes  of  demands  or  recpiests 
excepted  from  the  rule. 

Section  1215.3  Definitions 

This  section  defines  terms  relevant  to 
the  regulation. 

Section  1215.4  Generoi  Prohibition 

This  section  bars  jiroducing  FHFA 
records,  information,  or  testimony  in 
res|)onse  to  a  demand  or  recpiest 
without  pro])er  written  authorization. 

S(u:tion  1215.5  Delep,otion 

This  .section  authorizes  FIlFA’s 
Director  to  delegate  his  authority  under 
this  part. 

Section  1215.6  Factors  I'l IFA  Mnv 
Gonsider 

This  section  sets  forth  factors  that 
IdlFA  may  consider  when  evaluating 
demands  or  recjue.sts. 

Section  1215.7  Serving  Demands  and 
Submitting  Hequests 

This  section  de.scribes  the  manner  in 
which  demands  or  recjuests  for  FHFA 
records,  information,  or  testimony  must 
be  served  and  submitted. 

Section  1215.8  Timing  and  Form  of 
Demands  and  Bequests 

This  section  describes  the  timing  by 
which  and  the  form  in  which  a 
demanding  or  recpiesting  party  micst 
.serve  its  demand  or  submit  its  recpiest. 

Section  1215.1)  Failure  To  Meet  This 
Part 's  Be(]uirements 

This  section  descaibes  the 
c:c)nsecpienc:e.s  of  failing  to  meet 
recpiirements  .set  forth  in  this  jiart. 

Section  1215.10  Processing  Diunands 
and  Beipiests 

This  section  describes  how  demands 
or  recpiests  must  he  ])rc)c:essecl  and 
establishes  deadlines.  This  .section  also 
provides  the  limited  in.stanc:es  in  wliicdi 
the.se  proces.ses  or  deadlines  may  he 
waived. 


Section  1215.11  FHFA  Determination 

This  .section  authorizes  FHFA’s 
Director  to  make  FHFA’s  determination 
on  demands  or  recpiests  for  information 
to  be  ])rc)videcl  by  FHFA.  This  section 
also  de.sca  ibes  the  notice  to  be  provided 
to  the  demanding  or  recpiesting  parties 
when  an  FHh’A  determination  is  made. 

Section  1215.12  Best rict ions  That 
Apply  to  Testimony 

This  section  authorizes  the  imposition 
of  cxmclitions  on  FHI'’A  em|)lovee 
testimony. 

Section  1215.13  Bestrictions  Thai 
Apply  to  Becords  and  Information 

This  section  authorizes  the  imposition 
of  cxmditions  on  production  of  FHFA 
recxirds  or  information. 

Section  1215.14  Procedure  in  the 
Event  of  an  Adverse  FHFA 
Determination 

This  .section  establishes  an 
administrative  mechanism  by  which 
parlies  aggrieved  by  an  h’HFA 
determination  about  a  demand  or 
recpiest  may  seek  recxmsicleration  of  that 
determination.  'I’liis  .section  also 
e.stablishes  a  jietilion  for  FHFA 
reconsideration  as  a  prerecpiisite  to 
jndic;ial  review. 

Section  1215.15  Gonflicting  Gourt 
Order 

This  .section  directs  persons  in 
jiosse.ssion  of  FHFA  information  to 
clec:line  to  cximply  with  a  cxmrt  order 
that  c:c)nflic:ts  with  an  FHFA 
determination. 

Section  1215.16  Fees 

This  .section  cle.sca  ibe.s  FHFA’s 
entitlement  to  fees  arising  from  the 
])roduc:lion  of  recpiesled  rec;orcls, 
information,  or  te.stimony. 

IV.  Paperwork  Reduction  Act 

The  ])roposect  rule  does  not  cxmtain 
any  information  collection  recjiiirement 
that  recjuires  the  approval  of  the  Office 
of  Management  and  Budget  under  the 
PajKirwork  Reduction  Act  (44  U.S.(i. 
t.'iOl  et  seq.]. 

V.  Regulatory  Flexibility  Act 

file  Regulatory  Flexibility  Act  (.') 
IJ.S.O.  (iOl  et  seep)  recpiires  that  a 
regulation  that  has  a  significxmt 
economic  impact  on  a  substantial 
number  of  small  entities,  small 
businesses,  or  small  organizations  must 
include  an  initial  regulatory  ilexibility 
analysis  desciribing  the  regulation’s 
imjiact  on  small  entiticcs.  Suc;h  an 
analysis  ncuul  not  be  undertaken  if  the 
agency  has  c;ertific;cl  that  the  rccgulation 
will  not  have  a  significxmt  c;c;c)nc)mic 


impact  on  a  .substantial  number  of  small 
caititiccs.  ."i  II.S.G.  (i()5(b).  FHFA  has 
c:onsiclerecl  the  iinjiact  of  the  rccgulation 
under  the  Rcigulatorv  Flccxibility  Act. 
FHFA  cxatificis  that  the  ])rc)po.sc!cl 
rcigidation,  if  adojctcul,  is  not  likelv  to 
have  a  significxmt  c;c;onomic:  im))act  on 
a  substantial  number  of  small  busincjss 
caitities  bcHxni.se  the  regidation  is 
a])])lical)le  only  to  the  internal 
ojeerations  and  legal  obligations  of 
FHFA  and  FHFA-OKi. 

List  of  Subjects  in  12  (T’R  Part  1215 

Administrative  j)ractic;e  and 
procc;dure.  Courts,  (ioveanment 
emplc)yc;es,  Rcccords.  Sidcpoenas, 
Tccstimony. 

For  the  rccasons  set  forth  in  the 
SUPPLEMENTARY  INFORMATION,  and  under 
the  authority  of  12  U.S.C.  4528,  the 
F'ederal  Housing  Financx;  Agenc;y 
))roj)o.ses  to  amcaicl  Chaptca'  XII  of  Title 
12  of  the  Code  of  Fcxleral  Rccgulations  by 
adding  a  new  ])art  1215. 

■  1.  Add  Part  1215  to  rc;acl  as  follows: 

PART  1215— PRODUCTION  OF  FHFA 
RECORDS,  INFORMATION,  AND 
EMPLOYEE  TESTIMONY  IN  LEGAL 
PROCEEDINGS 

.Sec:. 

121.5.1  .S(:c)|)e  niid  Piir|)()sc!. 

1215.2  Ai)))li(:al)ililv. 

1215. .1  Dcifinitions. 

1215.4  (lenca’iil  I’rolnhilion. 

1215.5  l)c4c;giilic)ii. 

1215.1)  I'liclors  Mll-'A  May  Consider. 

1215.7  Sca  ving  Demands  and  .Sid)milling 
Kecpiesls. 

1215.8  liming  and  Form  of  Demands  and 
Rcxpiests. 

1215.1)  Failure  lo  .Mec:l  this  Fart’s 
Recjuircancaits 

1215.10  Froc:c!s.sing  Demands  and  Recpiests. 

1215.11  MIFA  Determination. 

1215.12  Restrictions  I'liat  Apidy  lo 
I’estimony. 

1215.13  Reslric:lions  1  hat  Apply  to  Rec:ords 
and  Inlonnation. 

1215.14  Froe:ednre  in  tlie  Event  of  an 
Adverse  MIFA  Determination. 

1215.15  (x)nflic:ting  (iom  t  Order. 

1215.10  Fees. 

Authority:  5  Ih.S.C.  301:  12  U.S.C.  4520. 

§  1215.1  Scope  and  Purpose. 

(a)  This  regulation  .sets  forth  the 
])olic;ies  and  prot:echnes  that  must  be 
followed  in  order  to  t:ompel  an 
employee  of  the  F’ecleral  Housing 
Financ.e  Agenc:y  (FHFA)  to  ])rodut:e 
rectords  or  information,  or  to  jirovicle 
testimony  relating  to  the  employee’s 
offit:ial  duties,  in  the  t:ontext  of  a  legal 
proc.eecling.  Parties  .seeking  ret:c)rcl.s, 
information,  or  testimony  must  c:omply 
with  these  rec|uirements  when 
submitting  demands  or  rexjuests: 
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(b)  FHFA  intends  these  provisions  to; 

(1)  Promote  economy  and  efficiency 
in  its  programs  ami  operations; 

(2)  Minimize  the  possibility  of 
involving  FHFA  in  controversial  issues 
not  related  to  its  mission  and  functions; 

(8)  Maintain  FHFA's  impartiality; 

(4)  I’rotect  (!m|)loy(!es  from  being 
(;ompelled  to  serve  as  involuntarv 
witnesses  for  wholly  private  interests,  or 
as  inappropriate  exj)ert  witnes.ses 
rcigarding  current  law  or  tlu;  activities  of 
FHFA:  and 

(,'))  Protect  sensitive,  confidential 
information  and  FHFA's  deliberative 
processes. 

(c)  13y  providing  the.se  ])olicies  and 
procedures.  FHFA  does  not  waive  the 
.sovereign  immunity  of  the  United 
•States. 

(d)  This  part  provides  guidance  for 
FHFA’s  internal  operations.  This  part 
does  not  create  any  right  or  benefit, 
substantive  or  j)rocedural.  that  a  party 
may  rely  upon  in  any  legal  proceciding 
against  the  United  .States. 

(e)  The  production  of  records, 
information,  or  testimonv  ])ursuant  to 
this  part,  does  not  constitute  a  waiver  l)v 
FHFA  of  any  ])rivilege. 

§1215.2  Applicability. 

(a)  This  regulation  applies  to  demands 
or  reciuests  for  riicords.  information,  or 
te.stimonv.  in  legal  ])r(K:eedings  in 
which  FHFA  is  not  a  named  partv. 

(I))  This  regulation  does  not  ai)ply  to; 

(1 )  Demands  or  recpiests  for  an  FI  IF  A 
emj)loy(!e  to  testily  as  to  facts  or  events 
that  are  unrelated  to  his  or  her  official 
duties  or  that  are  unndatcul  to  the 
functions  of  FHFA; 

(2)  Requests  for  the  release  of  non¬ 
exempt  records  under  the  Freedom  of 
Information  Act,  .5  U..S.('.  5.52.  or  the 
Privacy  Act.  5  U..S.C.  552a;  or 

(8)  Congressional  demands  or  requests 
for  records  or  testimonv. 

§1215.3  Definitions. 

As  used  in  this  ]jart — 

Danuind  means  a  suhj)oena,  or  an 
order  or  other  command  of  a  court  or 
other  competent  authority,  for  the 
production  of  records,  information,  or 
testimony  that  is  issued  in  a  legal 
|)roceeding. 
luiiployae  nu;ans; 

(1)  Any  current  or  former  officer  or 
(Muplovee  of  FI  IFA  or  of  FI  IFA-OIC; 

(2)  Any  other  individual  hired 
through  contractual  agn;ement  by  or  on 
Ixihalf  of  FHFA  who  has  performed  or 
is  j)erforming  .services  under  such  an 
agnMunent  for  FHFA;  and 

(8)  Any  individual  who  has  .served  or 
is  serving  in  any  consulting  or  advi.sorv 
capa(;ity  to  FHFA.  whether  formal  or 
informal. 


Vodoml  Honw  Loan  Hank  nuums  a 
hank  established  under  the  authoritv  of 
12  U..S.C.  1428(a). 

VllFA  nuians  the  Federal  Housing 
iMuance  Agem;v  including  the  FlII-’A- 
OlCi. 

FUFA  Counsel  means  an  attorney  in 
FHFA's  Office  of  the  Ceneral  ('.onnsel. 

Citmai'dl  (A)iiiisdl  means  FHFA's 
Ceneral  (lounsel  or  a  person  within 
FHFA's  Office  of  (ieneral  Coun.sel  to 
whom  the  Ceneral  (Counsel  has 
delegated  responsibilities  under  this 
|)art. 

Ij^gdl  Frocddding  means  any  matter 
before  a  court  of  law,  administrative 
hoard  or  tribunal,  commission, 
administrative  law  judge,  luiaring 
offii:er,  or  other  body  that  conducts  a 
legal  or  administrative  ])roceeding. 

Legal  proceeding  includes  all  phases  of 
litigation. 

Producd  nuxms  jjrovide,  disclose, 
expo.se,  or  grant  ac(;(!ss  to. 

Hdcords  or  Infoniuiiion  means, 
regardless  of  the  person  or  entitv  in 
po.ssession; 

(1)  All  documents  and  materials  that 
are  FHFA  agen(;y  records  under  tin; 
Freedom  of  Information  Act.  5  U..S.(]. 
552; 

(2)  All  other  docunuaits  and  materials 
contained  in  FHFA  files;  and 

(8)  All  other  information  or  matiaials 
ac(]uired  by  an  FHFA  employet;  in  tlu; 
])erformance  of  his  or  her  official  duties 
or  h(u:au.se  of  his  or  her  official  status. 

Uoguldlod  ontHv  has  tlu;  same; 
meaning  as  set  forth  in  12  U..S.(i. 
45()2{2()).  Fortius  r(;gulation’,s  ])urpo.ses, 
"regulated  entity”  al.so  inchule.s — 

(1)  The  Office  of  Finance;  and 

(2)  Any  current  or  former  director, 
officer,  employee,  contractor  or  agmit  of 
a  regulated  entity. 

Hdcjuest  means  any  informal  retpiest, 
by  whatever  method,  in  connection  with 
a  legal  proceeding,  seeking  |)roduction 
of  records,  information,  or  testimony 
that  has  not  been  ordered  by  a  court  or 
other  com])etent  authoritv. 

Tdstimony  means  any  writt(;n  or  oral 
statements,  incliuling  de])ositions. 
answers  to  interrogatories,  affidavits, 
declarations,  and  recorded  interviews 
made  by  an  individual  about  FHFA 
information  in  connection  with  a  legal 
proceeding. 

§1215.4  General  Prohibition. 

(a)  No  employei;,  ag(;nt,  regulated 
entity,  the  ()ffice  of  Finance,  or  any 
other  i)(;r.son  or  entity  in  ])ossession  of 
records  or  information  may  juoduce 
those  r(;cord.s  or  information,  or  provide 
any  testimony  r(;lat(;d  to  the  records  or 
information,  in  res])on.se  to  any  demand 
or  recpie.st  without  ju  ior  written 
approval  to  do  so  from  the  Director. 


(h)  Any  ])erson  or  entity  that  fails  to 
comply  with  this  ])art  may  he  subject  to 
the  penalties  i)rovid(;d  in  18  U..S.(',.  ()41 
and  other  a])])li{;ahle  laws.  A  current 
em])loyee  al.so  may  he  subject  to 
administrative  or  di.sciplinary 
])roce(;dings. 

§1215.5  Delegation. 

To  the  extent  ])ermissihle  by  statute, 
the  Director  may  delegate  his  authority 
under  this  ])art  to  any  FHFA  employee 
and  the  (u;neral  (;oun.sel  may  del(;gate 
his  authority  under  this  part  to  any 
FHFA  (.ounsel. 

§1215.6  Factors  FHFA  May  Consider. 

The  Director  may  grant  an  employee 
])ermission  to  testify  regarding  agency 
matters,  and  to  ])roduc:e  records  and 
information,  in  re,s])on.se  to  a  demand  or 
retpiest.  Among  the  releyant  factors  that 
the  Director  may  consider  in  making 
this  determination  are  whether; 

(a)  This  part’s  purjjoses  are  met; 

(h)  FHFA  has  an  interest  in  the 
d(;ci.sion  that  may  he  rendered  in  the 
l(;gal  proceeding: 

(c)  Approying  the  demand  or  r(;(]uest 
would  assist  or  hinder  FHFA  in 
performing  statutory  duties  or  use  FHFA 
r(;source.s; 

(d)  Production  might  assist  or  hind(;r 
employees  in  doing  th(;ir  work: 

(e)  Tlu;  r(;cords,  information,  or 
t(;.stinu)ny  can  he  obtained  from  other 
sources.  ((Concerning  testimony,  “other 
sources”  means  a  non-agency  emj)loy(;(;, 
or  an  agency  employee  other  than  the 
em])loyee  named). 

(f)  The  demand  or  recpiest  is  unduly 
hnrdensome  or  otherwise  inajjpropriate 
under  the  rules  of  di.scoyery  or 
])rocedure  goyerning  the  case  or  matt(;r 
in  which  the  demand  or  recpiest  arose; 

(g)  Production  of  the  records, 
information,  or  testimony  might  yiolate 
or  hi;  inconsistent  with  a  statute. 
Fxecutiye  Order,  regulation,  or  other 
legal  authority: 

(h)  Production  of  the  records, 
information,  or  testimony  might  reyeal 
confidential  or  juiyileged  information, 
trade  secrets,  or  confidential 
commercial  or  financial  information; 

(i)  Production  of  the  records, 
information,  or  testimony  might  impede 
or  interfere  with  an  ongoing  law 
enforcement  inyestigation  or 
proceedings,  or  comjuomise 
constitutional  rights; 

(j)  Production  of  the  records, 
information,  or  testimony  might  result 
in  FHFA  aiipearing  to  favor  one  litigant 
over  another; 

(k)  Tlu;  d(;mand  or  recpiest  ])c;rtaiu.s  to 
cloc:mnc;nts  that  were  ])roclucc;cl  by 
another  agenc;y; 

(l)  The  demand  or  rcicpiest  c:c)m])lies 
with  all  other  applicahle  rules; 
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(ni)  The  demand  or  recpiest  is 
suifieiently  specific  to  be  answered; 

(n)  The  relevance  of  the  records, 
information,  or  testimony  to  the 
purposes  for  wliich  they  an;  sought,  and 
for  whicli  they  may  he  used  for 
substantive  evidence; 

(o)  l^roduction  of  the  records, 
information,  or  em])loy(!e  testimony 
may  im])licate  a  substantial  government 
interest;  and 

(p)  Any  other  good  cause. 

§  1215.7  Serving  Demands  and  Submitting 
Requests. 

(a)  All  demands  and  reciue.sts  must  be 
in  writing. 

(h)  Dtnnands  must  he;  served  and 
nujuests  mu.st  he  submitted  to  the  FHFA 
General  Gounsel  at  the  following 
address:  General  Goun.sel.  Federal 
Housing  Finance  Agency,  Gonstitution 
Genter,  Eighth  Floor,  400  Seventh 
Street,  SVV.,  Washington,  DG  20024. 

(c)  Demands  must  not  be  served  upon, 
nor  recpiests  submitted  to  any  regulated 
entity  for  records,  information,  or 
testimony  regardless  of  whether  the 
records,  information,  or  testimony 
.sought  an;  in  the  ])os.se.ssion  of.  or 
known  by,  the  regulated  entity.  If  a 
regulated  entitv  receives  a  reejuest  or 
demand  for  records,  information,  or 
testimony,  the  r(;gulated  entity  must 
immediately  notify  the  General  Goun.sel 
and  provide  FHFA  an  opportunity  to 
object  to  the  demand  or  rcupmst  Indbn! 
responding  to  the  demand  or  retpiest. 
Submitting  a  demand  or  ixupiest  to  a 
uigulated  entity  may  result  in  rejection 
of  the  demand  or  re(]uest  under 
^121.5.9. 

(d)  If  an  employee  niceives  a  recpiest 
or  demand  that  is  not  ])roperly  routed 
through  FHFA’s  General  Gounsel.  as 
recpiired  under  this  .section,  the 
employee  mu.st  jjromjjtly  notify  the 
General  Counsel.  An  employee’s  failure 
to  notify  the  General  Gounsel  is  grounds 
for  disci])line  or  other  adverse  action. 

§  1215.8  Timing  and  Form  of  Demands  and 
Requests. 

(a)  A  partv  seeking  rec:ords, 
information,  or  testimony  must  submit  a 
nupiest  and  receive  a  rejection  before 
making  a  demand  for  records, 
information,  or  testimony. 

(h)  A  demand  or  recpiest  to  FHFA 
must  include  a  detailed  descri])tion  of 
the  basis  for  the  demand  or  recpiest  and 
comj)lv  with  the  recpiirements  in 

121 '5.7. 

(c)  Demands  and  retpiests  must  be 
submitted  at  least  (50  days  in  advance  of 
the  date  on  which  the  records, 
information,  or  testimony  is  needed. 
Exceptions  to  this  requirement  may  he 
granted  upon  a  showing  of  compelling 
need. 


(d)  A  demand  or  request  for  testimony 
also  must  include  an  estimate  of  the 
amount  of  time  that  the  employee  will 
need  to  devote  to  the  process  of 
testifying  (including  anticipated  travel 
time  and  antici])ated  duration  of  round 
trip  trav(!l),  ])his  a  showing  that  no 
document  or  the  testimony  of  non¬ 
agency  persons,  including  retained 
ex]K;rts,  could  suffice  in  lieu  of  the 
em])loyee'.s  testimony. 

(e)  U])on  submitting  a  demand  or 
re(juest  seeking  emi)loyee  te.stimony,  the 
recjuesting  party  must  notify  all  other 
parties  to  the  legal  jjroceeding. 

(f)  After  receiving  notice  of  a  demand 
or  request  for  testimony,  hut  before  the 
testimony  occurs,  a  party  to  the  legal 
proceeding  who  did  not  join  in  the 
demand  or  re(]ue.st  and  who  wishes  to 
question  the  witness  beyond  the  .scope 
of  the  te.stimony  sought  mu.st  submit  a 
.se])arate  demand  or  request  within  (50 
days  of  receiving  the  notice  riKpiinul 
under  jjaragraph  (e)  of  this  .section  and 
mu.st  then  comply  with  paragraph  (c)  of 
this  section. 

(g)  Every  demand  or  recjuest  must 
include  the  legal  ])roceeding’s  caption 
and  docket  number,  the  forum;  the 
name,  address,  phone  numlnir.  State  liar 
numher,  and,  if  available,  electronic 
mail  address  of  coun.sid  to  all  parties  to 
the  l(;gal  proceeding  (in  the  ca.se  of  pro- 
so  ])artie.s,  substitute  tlu;  name.  addr(;s.s, 
phone  numher,  and  electronic  mail 
address  of  the  pro-.se  partv):  and  a 
statement  of  the  demanding  or 
recpiesting  party's  interest  in  the  case.  In 
addition,  the  demanding  or  requesting 
party  must  submit  a  clear  and  conci.se 
written  statement  that  includes;  a 
summary  of  the  legal  and  factual  issues 
in  the  jiroceeding  and  a  detailed 
explanation  as  to  how  the  records, 
information  or  te.stimony  will  contribute 
substantially  to  the  resolution  of  one  or 
more  specially  Identified  i.ssues  in  the 
legal  proceeding.  A  cojjy  of  the 
complaint  or  charging  document  may 
acc:ompany — hut  mu.st  not  be 
substituted  for — the  reepured  statement. 

§1215.9  Failure  to  Meet  this  Part’s 
Requirements. 

FHFA  may  o])j)o.se  any  demand  or 
recpiest  that  does  not  meet  the 
reepnrements  set  forth  in  this  part. 

§  1 21 5.1 0  Processing  Demands  and 
Requests. 

(a)  'I'lie  Director  will  review  every 
demand  or  retpiest  received  and,  in 
accordanc:e  with  this  regulation, 
determine  whether,  and  under  what 
conditions,  to  authorize  an  employee  to 
produce  records,  iidbrmation,  or 
testimonv. 


(h)  The  Director  will  proce.ss  demands 
and  recpiests  in  the  order  in  which  thev 
are  niceived.  The  Director  will 
ordinarily  respond  within  (50  days  from 
the  date  that  the  agency  receives  all 
information  neces.sary  to  evaluate  the 
demand  or  recpiest.  However,  the  time 
for  resjionse  will  de])end  u])on  the 
.scope  of  the  demand  or  reepuxst.  The 
Director  may  respond  outside  of  the  (50- 
dav  period: 

(1)  Under  exigent  or  unusual 
circumstances;  or 

(2)  When  FHFA  mu.st  receive  and 
jirocess  records  or  information  in  the 
possession,  c:u.stody.  or  control  of  a  third 
jiarly. 

(c)  The  Director  may  confer  with 
counsed  to  jiarties  to  a  legal  proceeding 
about  demands  or  reejuests  made 
pursuant  to  this  jiart.  The  conferenc:e 
may  be  ex-parte.  k’ailure  to  confer  in 
good  faith,  in  order  to  enable  the 
Director  to  make  an  informed 
determination,  may  justify  rejection  of 
the  demand  or  recpiest. 

(d)  The  Director  may  rely  on  sources 
of  information  othcer  than  those 
])rovicled  by  the  demanding  or 
rc!C]ue.sting  jiarties  as  bases  for  making  a 
determination. 

(e)  The  Direc;tc)r  may  grant  a  waiver  of 
any  recpiirement  in  this  .sec;tic)n  to 
promote  a  signific;ant  interest  of  I'dlFA 
or  the  United  States,  or  for  other  good 
Clause. 

§1215.11  FHFA  Determination. 

(a)  The  Director  makcis  FHFA’s 
determinations  regarding  demands  and 
recpiests. 

(b)  The  Director  will  notify  the 
demanding  or  recpiesting  partv  of 
FHFA’s  determination,  the  rea.sons  for 
the  ajqiroval  or  rejection  of  the  demand 
or  request,  and  any  conditions  that  the 
Dircxitor  may  impose  on  the  release  of 
records,  information,  or  testimonv. 

§  1 21 5.1 2  Restrictions  That  Apply  to 
Testimony. 

(a)  The  Director  may  impose 
conditions  or  restrictions  on  testimonv. 
including  hut  not  limited  to  limiting  the 
.scope  of  testimony  or  recpiiring  the 
demanding  or  recpiesting  jiarty  and 
other  jiarties  to  the  legal  proceeding  to 
agree  that  the  testimony  transcript  will 
he  kept  under  seal  or  will  onlv  he  u.sed 
or  made  available  in  the  jiarticular  legal 
]jrc)ceecling  for  which  testimony  was 
recpiested.  The  Director  may  also  reejuire 
a  cojiy  of  the  transcript  of  testimony  to 
be  provided  to  FHFA  at  the  demanding 
or  recpiesting  party’s  expen.se. 

(b)  The  Director  mav  offer  an 
enqiloyee’s  written  declaration  in  lieu  of 
testimony. 

(c)  If  authorized  to  testify  pursuant  to 
this  part,  an  employee  may  testify  as  to 
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facts  within  his  or  lior  jjersonal 
knowledge,  hot.  unless  specifically 
authorized  to  do  so  by  tin;  Director,  the 
einplovee  must  not: 

(1)  Disclose;  confidential  or  privil(;ged 
iidbrination:  or 

(2)  Te.stilv  as  an  expert  or  opinion 
witness  with  r(;gard  to  any  matter 
arising  out  of  the  (;inployee's  official 
duties  or  FllFA's  mission  or  functions. 
This  provision  does  not  a|)i)ly  to 
n;(inests  from  the  United  States  for 
exj)ert  or  opinion  testimony. 

(d)  The  Director  mav  assign  FUFA 
Uounse;!  to  he  present  for  an  emphn’ee’s 
testimony. 

§  1215.13  Restrictions  That  Apply  to 
Records  and  Information. 

(a)  The  Director  may  impo.se; 
conditions  or  restrictions  on  the  release 
of  records  and  information.  iiu:lnding 
but  not  limited  to  requiring  that  parties 
to  the  legal  jiroceeding  obtain  a 
protective  ord(;r  or  execnti;  a 
confidentialitv  agreem(;nt  to  limit  access 
and  further  disclosure,  or  that  parties 
take  other  appropriate  .steps  to  c{)m])ly 
with  applicable;  privacy  r(;(inir(;ments. 
The;  terms  of  a  protective;  e)rele;r  e)r 
e:e)nfielentialitv  agre;e;me;nt  must  he; 
ae:e:eptahle;  te)  the;  Dir(;e;tor.  In  e:ase;s 
whe;re;  pre)te;e;tive;  e)reiers  e)r 
e:e)nfiele;ntiality  agre;e;ment.s  have;  alre;aeiy 
he;e;n  e;xe;e;nte;el.  the;  Dire;e;te)r  may 
e;e)nelitie)n  the;  re;le;ase  e)f  re;e:orels  anel 
infe)rmatie)n  on  an  amenehne;nt  te;  the; 
e;xi.sting  pre)te;e:tive;  e)rele;r  e)r 
e:e)nfielentiality  agre;e;me;nt. 

(b)  If  the;  Dire;e:te)r  ,se)  eletermines, 
ea'iginal  age;ne;y  re;e:e)rels  may  be; 
l)re;,se;nte;ei  fe)r  e;xaminatie)n  in  re;spe)n.se; 
te)  a  elemanel  eer  re;eine;.st.  hut  thev  are  ne)t 
te)  be;  j)re;se;nteel  as  e;vielene;e  or  e)therwi.se 
nse;el  in  a  manne;r  bv  whie:h  the;y  e:onlel 
le).se  their  status  as  original  re;e:e)rels.  nor 
are  the;y  to  be;  markeel  e)r  alte;re;el.  In  lieai 
e)f  the  e)riginal  re;e:e)rels.  e;e;rtifieel  e:e)])ie;s 
will  be;  presente:el  for  evielentiarv 
|)urpe)se;.s. 

(e:)  The  se:e)pe;  e)f  pe;rmi.ssil)le; 
pre)elne:tie)n  is  limite;el  to  that  se;t  fe)rth  in 
the  prior,  written  anthorizatie))!  granteel 
by  the  Dire;e:te)r. 

(el)  If  re;e;e)rels  e)r  infe)rmatie)n  are 
])re)elue:e;el  in  e:e)nne;e;tie)n  with  a  le;gal 
pre)e:e;e;eling.  the  elemaneling  e)r 
re;ejne;.sting  party  must: 

(1)  Pre)mptly  ne)tiiy  all  eether  partie;.s  te) 
the;  le;gal  pre)e:e;e;eling  that  the;  re;e:e)rel.s  e)r 
infe)rmatie)n  are  FUh'A  re;e:e)rels  e)r 
infe)rmatie)n  anel  are;  snbje;e:t  te)  this  part 
anel  any  ap])lie:ahle;  e:e)nfiele;ntialitv 
agre;eme;nt  e)r  ])re)te;e:tive  e)reler; 

(2)  Pre)viele;  e:e)j)ie;s  e)f  any 
e:e)nfiele;ntiality  agre;e;ment  or  pre)te;e;tive 
e)rele;r  te)  all  e)tiie;r  partie;s;  anel 

(3)  Re;trieve;  the;  re;e:e)rels  e)r  informatie)!! 
fre)m  the  e:ourt  or  e)ther  ce)mpe;te;nt 


autheerity's  file;  when  the  e;e)urt  eer  e)ther 
e:e)mpe;tent  authe)rity  ne)  le)nge;r  re;e]nire;s 
the;  re;e:e)rels  e)r  infe)rmatie)n  anel  e:e;rtiiy 
that  every  |)arty  e;e)ve;re;el  by  a 
e;e)nfiele;ntiality  agre;e;me;nt,  pre)te;e:tive 
e)rele;r.  e)r  e)the;r  privaeiy  pre)te;e:tie)n  has 
de;.stre)ye;el  all  e:e)pie;s  e)f  the;  re;e;e)i'els  e)r 
infe)rmatie)n. 

§  1 21 5.1 4  Procedure  in  the  Event  of  an 
Adverse  FHFA  Determination. 

(a)  Procedure  for  seekinf> 
reconsideral  ion  of  FI  IF  A 's 
deterndnalion.  A  eleananeling  e)r 
re;eiue;sting  ])arty  .seeking  re;e;e)nsiele;ralie)n 
e)f  FHF'A’s  re;jee;tie)n  e)f  a  elemanel  e)r 
re;eiue;.st.  e)r  e)f  any  re;strie:tie)ns  e)n 
re;e:e;iving  ree;e)rels.  infe)rmatie)n,  e)r 
te;stime)ny,  may  .se;ek  re;e;e)nsieleralie)n  e)f 
the;  re;jee:tie)n  e)r  re;.strie;tie)ns  as  fe)lle)w.s — 

(1)  Notice  of  Intention  to  Petition  for 
neconsiderntion.  'I'he;  aggrie;veel 
elemaneling  e)r  re;e]nestlng  party  may  se;e;k 
re;e:e)nsiele;ratie)n  by  filing  a  written 
Ne)tie:e;  e)f  lnte;ntie)n  te)  Pe;titie)n  fe)r 
Re;e:e)n.siele;ratie)n  (Ne)tie:e;)  within  10 
business  elays  e)f  the  elate  e)f  FI  IF'A’s 
eletermination.  The;  Ne)tie:e;  must  ielentify 
the;  pe;titie)ner.  the;  ele;te;rminatie)n  ie)r 
whie;h  re;e:e)nsiete;iatie)n  is  he;ing 
j)e;titie)ne;ei.  anel  any  elate;s  (sne:h  as 
ele;pe)sitie)n.  he;aring.  e)re:e)urt  elates)  that 
are;  signifie:ant  te)  pe;titie)ne;r.  The;  Ne)tie;e; 
must  he;  .serveel  in  ae:e:e)relane;e;  with 

1^1 21.'). 7. 

(2)  Petition  for  lleconsiderotion. 
Within  five;  hnsine;s.s  elays  e)f  filing 
Ne)tie;e;.  the;  pe;titie)ne;r  must  file;  a 
Petitie)!!  leer  Re;e:e)nsieleratie)n  (Pe;titie)n)  in 
ae:e:e)relane:e;  with  §  121.'). 7.  The;  Pe;tilie)n 
must  e:e)ntain  a  e;le;ar  anel  e:e)ne;ise; 
statement  of  the  basis  fe)r  the 
re;e:e)n.sieleration  with  .sn])pe)rting 
authe)ritie;s.  De;te;rminatie)ns  abe)nt 
petitions  fe)r  ree;e)n.siele;ratie)n  are  within 
the  elise;retie)n  e)f  the  FdlFA  Dire;e:te)r.  anel 
are  final. 

(b)  Prerequisite  to  judici(d  review. 
l^nrsuant  te)  se;e;tie)n  704  e)f  the 
Aelministrative  Pre)e:e;elure  Act.  .')  IL.S.C;. 
704,  a  petitie)!!  te)  FUFA  for 
re;e;e)nsieteratie)n  e)f  a  final  ele;te;rminatie)n 
maele  unele;r  the  anthe)rity  e)f  this  part  is 
a  ])re;re;e]ni.site;  te)  )netie;ial  review. 

§1215.15  Conflicting  Court  Order. 

Ne)twithstaneling  F’UFA’s  re;je;e:tie)n  e)f 
a  elemanel  fe)r  re;e;e)rels,  infe)rmatie)n,  e)r 
fe;stime)ny,  if  a  e:e)urt  e)r  e)lhe;r  e:e)mpe;te;nt 
anthe)rity  e)rele;r.s  an  FIlf’A  e;mple)ye;e  te) 
e;e)m])ly  with  the;  ele;manel,  the;  e;mple)ve;e; 
must  |)re)mptly  ne)tify  hdlFA's  (General 
(',e)unse;l  e)f  the;  e)rele;r,  anel  the  e;mple)ve)e; 
must  re;spe;e:tfnlly  ele;e;line;  te)  e:e)m])ly, 
e:iting  United  States  ex  rel.  Touhv  v. 
Ru<>en.  340  U.S.  402  (lO.'il).  An  ' 
e;mple)ye;e’.s  failure  te)  ne)tify  the;  Ueneral 
Counsel  of  a  e:e)urt  or  eether  anthe)ritv’.s 


e)rele;r  is  gre)unels  fe)r  elise:i])line;  e)r  e)the;r 
adve;rse;  ae:tie)n. 

§1215.16  Fees. 

(a)  The;  Dire;e:te)r  may  e:e)nelitie)n  the; 
pre)etne:tie)n  e)f  re;e:e)rels.  inie)rmatie)n,  e)r 
an  e;mple)ye;e;’.s  appearane:e;  e)n  aelv<me:e; 
|)avme;nt  e)f  re;ase)nal)le;  e:e).st,s  te)  FUFA, 
whie:h  may  ine:luele;  hut  are:  ne)t  limiteel 
te)  the)se;  a.sse)e;iate;el  with  e;m])le)ye;e 
.se;are:h  time;,  e:e)pving.  e:e)m])ute;r  n.sage, 
anel  e:e;rtifie:atie)ns. 

(b)  Witness  fees  will  ine:lnele;  fe;es. 
e;xpe;nse;s.  anel  alle)wane:es  ])re;se;ril)e:el  by 
the;  rules  a])plie:al)le;  te)  the;  partieailar 
le;gal  pre)e;e;eeling.  If  lu)  fe;e;s  are; 
prese:rihe;el,  FUFA  will  base  fe;e;s  e)n  the 
rule;  e)f  the;  feete;ral  eli.strie:t  e:ourt  e:le)se;st 
te)  the  loe:atie)n  where  the  witness  will 
ap])e;ar.  Sue:h  fe;e;.s  may  inchiele;  but  are 
ne)t  limiteel  te)  time  fe)r  ])re;paratie)n, 
travel,  anel  atte;nelane;e  at  the  le;gal 
|)re)e:e;e;eling. 

llnteel;  l''(;l)niary  2.  2013. 

Felwaiel  J.  De;Mare;e), 

Acting  Director.  Federal  I  lousin'^  Finance 
At’enev. 
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DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14  CFR  Part  39 

[Docket  No.  FAA-201 3-0088;  Directorate 
Identifier  201 1-NM-233-AD] 

RIN  2120-AA64 

Airworthiness  Directives;  Airbus 
Airplanes 

AGENCY:  Feeleral  Aviatie)!! 

Aehninistration  (FAA),  DOT. 

ACTION:  Notice  e)f  ])ro])e)seel  rulemaking 
(NPRM). 

SUMMARY:  We;  projiose  te)  .supe;r.se;ele  an 
existing  airworthiness  eliree:tive;  (AD) 
that  a])])lies  te)  all  Airbus  Me)elel  A318, 
A310,  A320,  anel  A321  series  air])la!!e;.s. 
The  existing  AD  e:nrre;!!tly  reiepiireis 
re;pe;titive;  ins])e;e;tie)ns  e)f  the;  n])per 
snp])e)rt  e)f  the;  no.se  laneling  ge;ar  (NLG). 
anel  relateel  inve;stigative;  anel  e;e)rre;e:tive; 
ae;tie)!!s  if  nee:e;.s,sary;  anel  alse)  ])re)viele;.s 
an  e)])tie)!!al  terminating  ae:tie)n  fe)r  the; 
repetitive  i!!S])e;e;tie)!!.s.  Since  we  i.ssneel 
that  AD,  we;  have  ile;ter!!!i!!eel  that 
previe)usly  alle)we;el  terminating  ae:tie)!!.s 
ne)  le)!!ge;r  aelelress  the  nn.safe;  e:e)!!elitie)!i 
anel  that  a  new  te;r!ninating  ae'.tion  is 
!!e;e;e;ssary.  This  pre)pe)se;el  AD  we)ulel 
re;e]uire  installing  a  new  enha!!e:eel 
!!!anufae:tnri!!g  anel  maintainability 
(EMM)  braking  anel  .ste;e;ri!!g  e:e)!!tre)l  unit 
(I3SCU)  stanelarel  anel  aelels  airplanes  to 
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the  appliealjility.  Wo  are  proposing  this 
AI)  to  pnivont  landings  with  the  NLC 
turned  00  degrees  from  centerline, 
which  conhl  result  in  reduced 
controllability  of  the  airplane. 

DATES:  VVe  must  receiv(!  c:onnnents  on 
this  |)ro])osed  AD  hy  March  2.').  2013. 
ADDRESSES:  Yon  mav  send  comments  hv 
any  of  the  following  methods: 

•  Fadiu'dl  (‘Hul(nn(ikin<’  Poiial:  do  to 
hltp://\v\v\v.r<;giil(tti()ns.g()\’.  Follow  the 
instructions  for  submitting  comments. 

•  /'V/.v;  (202)  403-22r)l. 

•  A7f///.  II.S.  Department  of 
'rransportation.  Docket  Operations,  M- 
30,  West  Building  Ground  Floor.  Room 
Wl  2-140,  1200  New  Jer.sey  Avenue  SE., 
Washington.  DCi  20.'500. 

•  Hand  Dtdivm  v:  U.S.  Department  of 
Transportation,  Docket  0])erations,  M- 
30,  West  Building  Ground  Floor.  Room 
Wl 2-140,  1200  New  jersey  Avenue  SE., 
Washington,  Dfi,  between  9  a.m.  and  5 
p.m.,  Monday  through  Friday,  except 
Fcideral  holidays. 

For  service  information  identified  in 
this  ])roposed  AD.  contact  Airbus. 
Airworthiness  Office — EAS.  1  Rond 
Point  Maurice  Bellonte,  31707  Blagnac 
(’.(ulex,  France:  telephone  +33  3  (il  93  30 
90;  fax  +33  3  01  93  44  31:  email 
(ic(:ouni.(iir\v()rth-(;(is@(drbiis.c:()in: 
Internet  http-J/www.dirhus.com.  Yon 
may  review  co])ies  of  the  r(!ference(l 
.service  information  at  the  FAA. 
Transport  Airplane  Directorate,  1001 
bind  Avenue  SW.,  Renton.  WA.  For 
information  on  the  availahilitv  of  this 
material  at  the  FAA.  call  42.3-227-1221. 

Examining  the  AD  Docket 

Yon  may  examine  the  AD  docket  on 
the  Internet  at  http:// 
ww’w.i'dguldtions.gov;  or  in  ])er.son  at  the 
Docket  Operations  office  between  9  a.m. 
and  3  i^.m.,  Monday  through  Friday, 
except  Federal  holidays.  The  AD  doc;ket 
contains  this  propo.sed  AD.  the 
regulatory  evaluation,  any  comments 
received,  and  other  information.  1'he 
street  address  for  the  Docket  Operations 
offic:e  (tele])hone  (800)  047-3327)  is  in 
the  ADDRESSES  section.  Gomments  will 
he  available  in  the  AD  docket  shortly 
after  receipt. 

FOR  FURTHER  INFORMATION  CONTACT: 

.Sanjay  Ralhan,  Aerospace  EngiiUMir, 
International  Branch,  ANM-llO, 
Tran.s])orl  Airplane  Directorate.  FAA. 
1001  Lind  Avenue  SW.,  Renton.  WA 
98037-3330;  telephone  (423)  227-1403; 
fax  (423)  227-1149. 

SUPPLEMENTARY  INFORMATION: 

Gomments  Invited 

We  invite  you  to  send  any  written 
relevant  data,  views,  or  arguments  about 
this  ])roj)o.sed  AD.  .Send  vonr  comments 


to  an  address  listed  under  the 
ADDRESSES  section.  Include  “Docket  No. 
FT\A-201 3-0088;  Directorate  Identifier 
2011-NM-233-AD”  at  the  beginning  of 
your  comments.  We  specifically  invite 
comments  on  the  overall  regulatorv, 
economic,  environmental,  and  (mergy 
as])ect.s  of  this  pro])o,se(l  AD.  We  will 
consider  all  comments  received  by  the 
closing  date  and  mav  amend  this 
propo.sed  AD  ha.sed  on  those  comments. 

We  will  ])ost  all  comments  we 
receive,  without  change,  to  http:// 
w’ww’.rdguldtions.gov.  including  any 
personal  information  von  provide.  We 
will  also  ])o.st  a  report  summarizing  each 
substantive  verbal  contact  we  receive 
about  this  j)ro])osed  AD. 

Discussion 

On  August  17,  2007,  we  issued  AD 
2007-18-09,  Amendment  39-13189  (72 
FR  31104,  .September  0.  2007).  which 
superseded  AD  200.3-24-00, 

Amendment  39-14380  (70  FR  7071.3, 
Novcmiber  23,  200.3).  That  AD  re(|uire(l 
actions  intended  to  address  an  unsafe 
condition  on  the  ])roducts  listed  above. 

.Since  we  issued  AD  2007-18-09, 
Amendment  39-1.3189  (72  FR  31104, 
.September  (i,  2007),  The  Euro|)ean 
Aviation  .Safety  Agency  (EA.SA),  which 
is  the  T(!chnical  Agent  for  the  Memhm’ 
.States  of  the  Enro])(!an  (iommimitv,  has 
issued  I'iA.SA  Airworthiness  Directive 
201 1-0201 ,  dated  Gc:tol)er  1 3.  201 1 
(rehared  to  after  this  as  “the  MG.AI”),  to 
correc:t  an  un.safe  condition  for  the 
.s])ecifiecl  products.  The  MfiAl  states: 

In  2005.  an  A320  ainoplano  (!X|)i!rion(:(!(l  a 
landing  with  llie  Nose;  Landing  (l(!ar  (NI.C) 
wlieels  rolaUul  al  90  dcigrees  to  tin;  a(!rc)))lan(! 
centreline. 

Inv(;sligali()n  showed  that  llu;  n])pei' 
support  of  the  NLC  shock  ah.sorliiir  was 
dainaginl  and  the  anti-rotation  lugs  wen; 
rigdnred.  This  caused  the  nos(!  wluuds  to  lose 
their  ctnitred  i)osition  nd’ertnice.  'I’ln;  allecttul 
Braking  and  .St(!ering  Control  Unit  (B.S(3I) 
had  logged  a  ste(!ring  system  fanlt  hecanse 
hydranlic  power  was  not  availahle  at  tin;  time 
of  ste(!ring  system  checks.  Ihertddn;  the  B.Sfill 
was  not  ,'ihle  to  |)roc(!(!d  with  the  rci-cmitring 
of  the  wluuds.  Failure  to  centn;  tin;  NLC 
wheels  correctly  may  result  in  a  lailnre  of  the 
NLC  to  iHdract. 

To  i)r(!vent  fnrtluM'  landing  inciiUmts  with 
NLC  wheels  rotated  at  !)()  (higrees.  DCAC 
France  issmul  All  F-2005-191  lwhii:h 
corresponds  to  FAA  AD  2()05-24-0(>. 
Amendment  ;t9-14:tH(>  (70  FR  70715. 
Novcnnlx!!'  23.  2005)|  to  nupnn!  the 
iinplemmdation  of  an  o])erational  ])rocednr(! 
and  the  acconi|)lishment  of  c(!rtain 
maintenance  actions. 

FA.SA  AD  200()-0174.  Iwhich  corr(!S|)onds 
to  FAA  AD  2007-18-09.  Amendnnml  39- 
15189  (72  FR  51104.  .Septemher  0.  2007)] 
which  sui)ers(!d(!d  AD  F-2005-191.  was 
issued  to  extend  the  ai)plical)ility  and  to 
introduce  repiditive  horosi;ope  insiiijctions  of 
the  NLC  np])(;r  su|)iJort  lugs  and  cylinder 


lugs  which  hav(!  been  driven  hy  EMM  B.SCll 
L4.1  (Fart  Nnmher  (IVN)  E21327001)  or  L4.5 
(IVN  821327003)  and.  corrective;  actions, 
depending  on  findings. 

.Since;  that  AD  was  issne;el,  Airhns  has 
ele;me)nstriite;el  the;  ae:e:e;])tiil)ilitv  e)f  instidling 
EMM  B.SCll  L4.<)B  (F/N  E21 327000  e)r  F/N 
E21 327100)  e)r  e:e)nve;ntie)n;d  B.SCll  slel  10  (F/ 

N  C2021 03392E34)  e)r  e:e)nve;nlie)nid  B.SC'.ll  stel 
10.1  (F/N  C202103392E35)  ;is  te;rminating 
iie:tie)n  fe)r  the;  aeitieens  re;epnre;el  hy  EA.SA  AD 
200()-0174.  leer  ae;re)|)lane;s  fitteel  with  twin 
whe;e;l  Meiin  Landing  Ce;ar  (MLC)  emits. 

Fe)r  the;  re;iise)ns  ele;se:rih(;el  ahe)ve;.  this  AD 
re;tains  senne;  e)f  the;  re;e|nire;me;nts  eef  I'iA.SA  AD 
2000-0174.  whie:h  is  snpe;i'se;ele;el.  e;xte;nels  the; 
ii|)l)lie;ahility  tee  all  A318.  A319.  A320  anel 
A321  ae;re)plane;s.  re;epiire;s  the;  installatie)n  e)f 
B.SCll  L4.9B.  eer  B.SCU  stel  10.  or  B.SCll  stel 
10.1  lor  in  se;rvie:e;  ae;re)])lane;s  fitle;el  with  twin 
whe;e;l  MLCL  whie:h  e;e)nstitnte;s  termineeting 
ae:tie)n  leer  the;  re;]K;titive;  inspe;e:tie)ns  anel 
e:he;e:ks  ie;t)uire;el  hy  this  AD. 

Installatieen  of  a  NLC  with  ne;w  n])pe;r 
sn|)|)e)rt  anti-reetatieen  lugs  emel  ne;w  e:ylinele;rs 
lugs.  e)r  installatieen  e)f  a  NLC  leer  which  it  e:an 
he;  ele:me)nstrate;el  that  it  was  ne;ve;r  elriven  hv 
EMM  B.SCll  L4.1  e)r  L4.5,  is  ne)  leenger 
e:onsiele;re;el  as  terminating  ae:lie)n  lor  the; 
re;epiire;me;nls  e)f  this  AD. 

The;  unsnfo  enndition  i.s  the;  NLG  turning 
90  (l(;gre;(;.s  freim  centerline;,  whie:h  ceeeilel 
result  in  re;ehit;e;el  e:e)ntrt)llal)ility  eif  the; 
airjihme.  Yeni  mav  eibtain  further 
infeirmatiein  by  examining  the;  MGAl  in 
the;  AD  ele)e:ke;t. 

Rele;vant  Service  Information 

Airhtis  has  issneel  the;  feellowing 
se;rvie:e;  hnlletins. 

•  Airbus  Manelateiry  ,Se;rvie:e;  Beilletin 
A320-32-1310.  Re;vision  01.  elateel  June 
23.  2011. 

•  Airbus  Manelateiry  .Se;rvie;e;  Beilletin 
A320-32-1330.  Re;vi.sion  01,  elateel 
Jannarv  10.  2008. 

•  Airbus  .Se;rvie:e  BulU;tins  A320-32- 
13.30,  elate;el  July  31,  2008. 

•  Aii'hns  Servie:e  Bulletin  A320-32- 
1300,  elated  Mare:h  18.  2009. 

•  Airbus  Se;rvie:e  Bulletin  A320-32- 
1309,  Rtevision  01,  elateel  M;ire;h  31. 

2010. 

•  Aii'hus  .Se;rvie;e;  Bulletin  A320-32- 
1387,  elate;d  A])i'il  7.  2011. 

The;  ae;tie)ns  ele;.scril)e;el  in  this  .se;rvie:e; 
infeermatiem  are;  inte;nele;el  tee  ce)rre;e:t  the; 
unsafe;  e:emelitie)n  ielentifieel  in  the; 

MGAl. 

FAA’s  Determination  and  Reejuirements 
e)f  This  Propo.sed  AD 

This  pieeelne:!  has  been  ajijireeveel  hv 
the;  aviation  autheerity  eif  aneither 
e;e)untrv,  anel  i.s  appreeveel  feer  eepeiatieen 
in  the;  l)nite;el  .State;.s.  Pursuant  tee  enir 
hilate;ral  agreement  with  the;  .State;  eef 
De;sign  Authority,  we;  have;  been  neetifieel 
of  the;  un.safe;  conelition  ele;.se:ril)e;el  in  the; 
MGAl  anel  .se;rvie:e;  infeirmation 
refe;re;ne;eel  aheive.  We  are  preepeising  this 
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All  becau.se  we  evaluated  all  pertinent 
information  and  determined  an  imsafe 
condition  exists  and  is  likely  to  exi.st  or 
develoj)  on  other  j)rodn(:ts  of  the  same 
tyj)e  design. 

DilTenmces  Between  This  At)  and  the 
M(;A1  or  Service  Information 

Airbus  Mandatory  Service  Bulletin 
A.32()-32-1310.  Revision  01.  dated  )nne 
23.  2011,  specifies  to  use  Airbus 
reccimmendations  when  restoring  the 
Nb(i,  but  this  propo.sed  AD  would 
nujuire  restoring  the  NlXi  in  accordance 
with  a  method  ajjproved  by  the 
Manager,  International  Branch.  ANM- 
110.  Transport  Airplane  Directorate, 
FAA:  or  the  Knropean  Aviation  Safety 
Agency  (FASA)  (or  its  delegated  agent). 

The  Mf'.Al  ])ermits  accomplishment  of 
M(iAl  paragra})h  1.1  by  inserting  a  copy 
t)f  certain  Airbus  airplane  llight  manual 
(AFM)  temj)orary  revisions  into  the 
AFM.  We  have  not  included  that 
provision  in  this  j)ropos(Hl  AD.  since  the 
temporary  revisions  liave  already  been 
incor])orated  into  the  AFM. 

(lusts  of  (lompliance 

Bascul  on  the  .service  information,  we 
estimate  that  this  proposed  AD  would 
affect  about  7.1.")  ])rodnct.s  of  ll.S. 

Higistry. 

The  actions  that  are  n!(|nired  by  FAA 
AD  2007-1 8-09.  Amendment  3‘)-l.‘>185) 
(72  FR  .11 104.  September  (i.  2007).  and 
retained  in  this  ])ropo.sed  AD  take  about 
3  work-hours  per  product,  at  an  average 
labor  rate  of  88.1  per  work  hour.  Based 
on  the.se  figures,  the  (estimated  cost  of 
the  currently  recininul  actions  is  .82.1.1 
|)(!r  product. 

We  estimate  that  it  would  take  about 
3.1  work-hours  j)er  product  to  comply 
with  the  new  basic  requirements  of  this 
propo.sed  AD.  The  av(;rage  labor  rate  is 
.885  ))er  work-hour.  When?  the  service 
information  li.sts  recpiired  parts  costs 
that  are  cox'eretl  inuler  warranty,  we 
have  a.ssnmed  that  there  will  he  no 
charge  for  the.se  |)art.s.  As  we  do  not 
control  warranty  coverage  for  affected 
parties,  .some  parties  may  incur  costs 
higher  than  estimated  hen?.  Based  on 
the.se  figures,  we  estimate  the  co.st  of  tin? 
j)ropo.s(?d  AD  on  IJ..S.  operators  to  be 
.82.24(),12.1.  or  .82.975  j)(?r  product. 

We  hav(?  received  no  definitive  data 
that  would  enable  us  to  ])rovide  co.st 
estimates  for  the  on-condition  actions 
specifi(?d  in  this  j)ropo.sed  AD.  We  have 
no  way  of  determining  the  number  of 
products  that  may  need  the.se  actions. 

Authority  for  This  Rulemaking 

Title  49  of  the  United  States  (lode 
specifies  the  FAA’s  authority  to  issue 
rules  on  aviation  safety.  .Subtitle  1, 
sectit)!!  108.  describes  the  authoritv  of 


the  FAA  Administrator.  “.Subtitle  VII: 
Aviation  Brograms,”  de.scrihes  in  more 
detail  the  .sco])e  of  tlu?  Ag(?m:y’.s 
authority. 

We  are  issuing  this  rulemaking  under 
the  authority  de.scrih(?d  in  ".Snhtitle  VII. 
Bart  A,  .Snhpart  Ill,  .S(?ction  44701; 
(I(?neral  r(?(jnirements.”  Under  that 
section,  (longress  charges  the  FAA  with 
jji'omoting  sah?  flight  of  civil  aircraft  in 
air  commerce  by  presc:rihing  regulations 
for  practices,  methods,  and  ])rocednres 
the  Admini.strator  finds  n(?c(?ssary  for 
salety  in  air  connnerci?.  I’liis  regulation 
is  within  the  scope  of  that  authority 
because  it  addr(?.s.ses  an  imsafe  condition 
that  is  likely  to  exi.st  or  develop  on 
])roducts  identified  in  this  rulemaking 
action. 

Regulatory  Findings 

We  d(?termined  that  this  pro])osed  AD 
would  not  have  federalism  implications 
under  Executive  Order  13132.  'I’liis 
propo.sed  AD  would  not  have  a 
substantial  direct  effect  on  the  .States,  on 
the  ri?lationshij)  betw(?en  the  national 
Ciovernment  and  the  .States,  or  on  the 
distribution  of  power  and 
r(?spon.sihiliti(?s  among  tin?  various 
lev(?ls  of  government. 

For  till?  r(?a.son.s  discn.s.s(?d  ahovi?,  1 
certify  this  jiroposed  ri?gnlalion: 

1.  Is  not  a  “significant  r(?gnlatory 
action”  under  Executive  ()rd(?r  128()8: 

2.  Is  not  a  “significant  rule”  uud(?r  the 
DOT  Regulatory  Bolicies  and  Brocedur(?.s 
(44  FR  11034,  Fehrnary  28,  1979); 

3.  Will  not  affect  intrastati?  aviation  in 
Alaska;  and 

4.  Will  not  have  a  significant 
economic  impact,  ])ositive  or  negative, 
on  a  substantial  nnmher  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act. 

We  pri?pared  a  regulatory  (?valnation 
of  the  e.stimated  costs  to  comply  with 
this  ])ropo.sed  AD  and  jilaced  it  in  the 
AD  docket. 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
.safety.  Incorporation  by  reference, 
.Safety. 

The  Proposed  Amendment 

Accordingly,  under  the  authority 
del(?gated  to  me  by  thi?  Administrator, 
the  f’AA  pro])o.ses  to  amend  14  (iFR  part 
39  as  follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

■  1 .  The  authority  citation  for  ])art  3‘) 
continues  to  read  as  follows: 

Authority:  49  ll.S.C.  10l)(g).  4011.3.  44701. 


§39.13  [Amended] 

■  2.  The  I'AA  amends  §  39.1 3  by 
removing  airworthiness  directive  (AD) 
2007-1 8-09.  Amendment  39-15189  (72 
FR  51184,  .Sejitemher  8.  2007).  and 
adding  the  following  new  AD: 

Airluis:  Docket  No.  I'’AA-201  :i-008H; 

Directorate  Identilier  201 1-NM-233-AD. 

(a)  (Comments  Due  Date 

We  iiuist  riiceive  comiii(?nts  hv  March  2.1, 

201  :i. 

(h)  Atfe(:l(?(l  ADs 

This  AD  supersedes  AD  2007-18-09, 
Ameiidinent  :19-11189  (72  I'K  11104, 
.S(!pteiiil)(?r  0.  2007). 

(<:)  Applicability 

This  AD  ap])lies  to  the  Airbus  air|)lau(?s 
listed  ill  paragra])hs  (c)(1).  (c)(2),  (c)(:i).  and 

(c) (4)  of  this  AD:  certificated  in  any  category: 
all  serial  miinhers. 

(1)  Model  A318-11 1.-112,  -121.  and  -122 
air))lanes. 

(2)  Model  A319-111.-112.-113.-114, 

-1 11.  -131 ,  -1 32.  and  -133  airplanes. 

(3)  Model  A320-11 1,-211. -212.-214. 

-231 .  -232.  and  -233  airplanes. 

(4)  Model  A321-111.-112.-131.-211. 
-212.  -213.  -231.  and  -232  airjilanes. 

(d)  Subject 

Air  Transport  Association  (ATA)  of 
America  (lode  32.  Landing  gear. 

(e)  Reason 

This  AD  was  ])i'oinpted  hy  a  rejiort  of  an 
airplane  landing  with  the  nose  landing  gear 
(NLU)  turned  90  degrees  from  centerline,  and 
from  additional  nijiorts  of  ujiper  .sui)])orl 
anti-rotation  lugs  of  the  NlXi  rupturing  in 
service.  We  are  issuing  this  AD  to  prevent 
landings  with  the  NlXi  turned  90  degrees 
from  c(?nterline,  which  could  result  in 
reduced  controllability  of  the  aii'jilane. 

(i)  ('.omplianci? 

You  are  res])onsil)le  for  having  the  actions 
rec)uired  hy  this  AD  ijerformed  within  the 
(;om])liance  times  specified,  unless  the 
actions  have  already  been  done. 

Ig)  Ki?tain(?(l  Records  Review 

This  paragraph  restates  the  reipiirements  of 
paragra])h  (f)  oi  AD  2007-18-09.  Amendment 
39-11189  (72  FK  11104,  .September  0.  2007). 
Within  1  (lavs  after  November  30,  2001  (the 
effective  date  of  AD  200.1-24-00. 

Amendment  39-14380  (70  FR  70711, 
November  23,  2001)),  perform  a  records 
review  to  determine  whether  the  aii'jilane  is 
(upiipjied  with  or  has  ever  b(?en  ecpiipped 
with  an  enhanced  manufacturing  and 
maintainability  (FMM)  braking  and  steering 
control  unit  (H.SfiU)  jiarl  number  (IVN) 

F21 327001  (standard  1.4.1,  installed  bv 
Airbus  Modification  20901.  or  Airbus  .Service 
Bulletin  .'\320-32-l  91 2)  or  B/N  F21 327003 
(standard  1,4.1.  installed  by  Airbus 
Modification  33370.  or  Airbus  .Service 
Bulletin  A320-32-12()l).  Airbus  Service 
Bulletin  A320-32-1 31 0.  dated  F(?bruary  8. 
200().  is  one  a|)proved  method  for  doing  the 
r(?cords  review. 
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(li)  Kolainiul  SlatamiMit  of  No  Fiiiihor  Action 
Required 

'I’liis  |)iiragra))li  n;sliil(!s  tin;  r(!C|iiii(!in(!iils  of 
paragraph  (g)  ol  AD  2007-18-00, 

Aineiulmeiil  aO-l.alHO  (72  KK  filKD. 
.Si;|)l(!ml)(!r  (>.  2007).  aii'])lan(!s  on  wliicli 
a  nicord.s  review  nupiireil  hv  paragra))li  (g)  ol' 
lliis  Al)  conclusivcdy  delermines  llial  llu; 
airplaiK!  is  not  and  nevin-  lias  lieen  eipiipped 
with  a  nSCU  IVN  l':21 327001  or  IVN 
821327003,  no  Inillier  aclion  is  recjiiired  hv 
liaragrajilis  (i),  (j).  (k).  (I).  and  (in)  ol  lliis  AD. 

(i)  Retained  Airplane  Flight  Manual  (AF'M) 
Revision 

Tliis  iiaragraph  restates  the  requirements  ol 
paragra|)h  (h)  ol  AD  2007-18-00. 

Amendment  3t)-1.Tl80  (72  I'R  31104. 
Septemher  0,  2007).  l''or  airplanes  tliat  are  not 
siiecil'ied  in  i)aragra]jli  (li)  of  this  AD  and  on 
whicli  Airhus  Modification  31132  lias  not 
been  incorporated  in  jiroduction  (i.e.. 
applicalile  only  to  aircraft  with  steering 
powered  hy  the  green  hydraulic  system): 
Within  10  days  after  Novemher  3().  2003  (the 
effective  date  of  AD  2003-24-00. 

Amendment  30-1438ti  (70  FR  70713. 
Novemher  23.  2003)).  revise  the  Limitation 
Section  of  the  Airhus  A318/31tt/320/321 
Aircraft  Flight  Manual  (AFM)  to  include  the 
following  information.  This  mav  he  done  hv 
inserting  a  copy  of  this  AD  into  the  AFM: 

The  EC’.AM  message,  in  case  of  a  nose 
wheel  steering  failure,  will  he  worded  as 
follows: 

— "WIII'FL  N/W  .S  TRC  FAULT"  for  aircraft 
with  the  FWU  F3  and  suhse(]uent  standards 
— “WIIFFL  N.W.  S  TFFR  FAULT”  for  aircraft 
with  the  F\V(^  F]2  .Standard. 

■  If  the  L/(;  SHOCK  AH.SORHFR  FAUL  T 
I'XIAM  caution  is  triggered  at  anv  time  in 
flight,  and  the  WIIIiFL  N/W  .ST1«:  FAULT 
F(;AM  caution  is  triggered  after  the  landing 
gear  extension: 

When  all  landing  gear  doors  are  indicated 
closed  on  IX^AM  \VIIFEL  page,  reset  the 
ILSCU: 

— A/SK1DKN7W  .STRCf . - . - . 

OFF  THEN  ON 

If  the  WHEEL  N/W  S  TRG  FAUL  T  ECAM 
caution  is  no  longer  dis])layed.  this  indicates 
a  suc:cessful  nose  wheel  re-centering  and 
steering  recovery. 

— Rearm  the  AU'TO  IJRAKE.  if  necessary. 

If  the  WHEEL  N/W  S'TRG  FAUL'T  EC:AM 
caution  remains  displayed,  this  indicates  that 
the  nose  wheel  steering  remains  lost,  and  that 
the  nose  wheels  are  not  centered. 

— During  landing,  delay  nose  wheel 
touchdown  for  as  long  as  possible. 

—Refer  to  the  ECAM  .S'TA'TU.S. 

■  If  the  WHEEL  N/W  .S'TRC;  FAUL'T 
ECAM  caution  a])])ears.  without  the  L/fi 
.SHOCK  AHSORHER  FAUL'T  ECAM  caution: 
— No  s|)ecific  crew  action  is  re(|nested  hv  the 

WHEEL  N/W  .S'TRC;  FAUL'T  EC:AM  caution 
jirocedure. 

—Refer  to  the  ECAM  S'TA'TUS. 

Accom|)lishment  of  the  actions  required  hy 
paragra|)h  (r)  ol  this  AD  terminates  the 
re(|uirements  of  this  paragraph,  and  the  AFM 
limitation  reijuired  hy  this  |)aragrai)h  must  he 
removed. 


Note  1  to  paragraph  (i)  of  this  AD:  When 
a  statement  identical  to  that  in  jiaragrajih  (i) 
of  this  AD  has  been  included  in  the  general 
revisions  of  the  AFM,  the  general  revisions 
may  he  inserted  into  the  AFM.  and  the  copy 
of  this  AD  or  AD  2007-18-0!).  Amendment 
39-1318!)  (72  FR  31104.  .September  0,  2007), 
may  he  removed  from  the  AFM. 

(j)  Retained  Inspection  Thresholds 

'This  iiaragrajih  restates  the  re(|uiremenls  of 
])aragra])h  (i)  ol  AD  2007-18-0!).  Amendmenl 
39-1318!)  (72  FR  31104,  .Septemher  0,  2007). 
For  air|)lanes  that  are  not  specified  in 
Iiaragraph  (h)  of  this  AD.  at  the  earlier  of  the 
times  specified  in  |)aragra])hs  (j)(1)  and  (i)(2) 
of  this  AD:  Do  a  s|)ecial  detailed  ins|)ection 
(horoscopic)  for  broken  or  ci'acked  NEC 
upper  siqiiiort  lugs  and  missing  cylinder 
lugs,  and  do  all  ap])licahle  related 
investigative/corrective  actions  before  further 
flight.  Do  all  actions  in  accordance  with 
Airhus  'Technical  Note  !)37. 1901/03.  dated 
October  t8.  2003:  or  the  Accom])li.shnient 
lnstruc;tions  of  Airhus  .Service  Bulletin  A320- 
32-1310.  dated  Fehriiary  8.  2000.  After 
October  11. 2007  (the  effective  date  of  AD 
2007-18-09).  only  Airhus  Service  Bulletin 
A320-32-1310,  dated  Fehruary  8.  2000,  mav 
he  used.  Where  Airhus  .Service  Bulletin 
A320-32-1310,  dated  Fehruary  8.  2000. 
specifies  that  restoring  the  NLC  is  necessarv 
in  accordance  with  Airhus  recommendations, 
this  AD  re(]uires  restoring  the  NLC  in 
accordance  with  a  method  ap|)roved  hy  the 
Manager.  International  Branch,  ANM-110, 
Transport  Air|)lane  Directoiate.  FAA:  or  the 
lXiro|)ean  Aviation  .Safetv  Agenev  (lv\.SA)  (or 
its  delegated  agent).  Rejieat  the  inspection 
thereafter  at  the  ap|)licahle  interval  specified 
in  paragraph  (k)  or  (I)  of  this  AD  until  the 
inspection  recpiired  hy  paragraph  (t)  of  this 
AD  is  accom|)lished. 

(1)  Within  100  flight  c:ycles  following  an 
electronic  centralized  aircraft  monitoring 
(ECAM)  caution  "L/Ci  SHOCK  ABSORBER 
FAUL'T”  associated  with  at  least  one  of  the 
following  centralized  fault  displav  system 
(CFD.S)  messages  s|)ecified  in  jiaragraph 
(i)(l)(i).  (j)(l)(ii).  (»)'  (i)(l)(iii)  of  this  AD.  As 
of  the  effective  date  of  this  AD.  for  the 
conditions  specified  in  paragraph  (j)(l)  of 
this  AD.  do  the  actions  required  hy  paragrajih 
(r)  of  this  AD. 

(1)  “N  L/C  EX'T  BROX  SNSR  24CA  'TC'T 
FOS.” 

(ii)  ”N  L/(;  EX'T  FROX  SNSR  23(;A  IXTT 
FOS.” 

(iii)  “N  L/C  SHOCK  AB.SORBER  FAUL'T 
232(iCM.” 

(2)  Al  the  later  of  the  limes  s|)eci lied  in 
paragrajihs  (j)(2)(i)  and  (j)(2)(ii)  of  this  AD. 

(i)  Within  20  months,  (>.()()()  Bight  hours,  or 
4, 300  flight  cycles  since  the  dale  of  issuance 
of  the  original  French  standard  airworthiness 
certificate,  or  the  original  French  ex|)orl 
certificate  of  airworthiness,  whichever  occurs 
first. 

(ii)  Within  0  months.  1,800  flight  hours,  or 
1.330  flight  cycles  after  October  11,  2007  (the 
effective  dale  of  AD  2007-18-09. 

Amendment  39-1318!)  (72  FR  31104. 
.September  0.  2007)),  whichever  occurs  first. 


(k)  Retained  Repetitive  lnspei:tion  Intervals 
for  BS(Ti  Standard  1,4.1  or  L4.3 

'This  Jiaragraph  restates  the  re(jnirenienl.s  of 
jiaragrajih  (j)  ol  AD  2007-18-09.  Amendmenl 
39-1318!)  (72  FR  31104.  Sejitemher  0,  2007). 
l'’or  airjilanes  not  sjiecified  in  jiaragrajih  (h) 
of  this  AD  that  are  eijiiijijied  with  EMM 
B.SCU  standard  L4.1  or  1,4.3:  Rejieal  the 
insjieclion  sjiecified  in  jiaragrajih  (j)  of  this 
AD  thereafter  al  intervals  not  to  exceed  the 
earliest  of  (i  months;  1.800  flight  hours:  1,330 
flight  cycles;  or  100  flight  cycles  following 
certain  E(7\M  cautions  and  (3''D.S  messages, 
as  sjiecified  in  jiaragrajih  (j)(l)  of  this  y\D. 

(l)  Retained  Repetitive  Inspeiition  Intervals 
for  BS(;U  Standard  L4.8  or  Non-EMM  BS(TI 

'This  jiaragrajih  restates  the  reejuiremenis  of 
jiaragrajih  (k)  of  AD  2007-18-09. 

Amendment  39-1318!)  (72  FR  31104. 
Sejitemher  0.  2007).  For  airjilanes  not 
specified  in  jiaragrajih  (h)  of  this  AD  that  are 
erjuijijied  with  EMM  B.SCU  standard  L4.8  or 
a  non-EMM  B.SCU:  Rejieat  the  insjieclion 
sjiecified  in  jiaragrajih  (j)  of  this  AD 
thereafter  al  intervals  not  to  exceed  the 
earliest  of  20  months;  0.000  flight  hours; 

4.300  flight  cycles:  or  100  flight  cvcies 
following  certain  Ef^AM  cautions  and  (;FD.S 
messages,  as  sjiecified  in  jiaragrajih  (j)(l)  of 
this  AD. 

(in)  Retained  Ojitional  'Terminating  Action 
With  Limiting  Date  Restriction 

This  jiaragrajih  restates  the  recjiiirements  of 
jiaragrajih  (I)  ol  AD  2007-18-09.  ,\mendnienl 
39-13189  (72  FR  31104.  .Sejitemher  0.  2007) 
with  a  limiting  dale  restriction.  For  airjilanes 
that  are  not  sjiecified  in  jiaragiajih  (h)  of  this 
AD:  Installation  of  an  NLC  with  new  ujijier 
sujijiorl  anti-rotation  lugs  and  new  cylinder 
lugs,  or  installation  of  an  NLC  that  was  never 
driven  hv  EMM  B.SfXJ  standard  1,4.1  or  1,4.3; 
comhined  with  installation  of  EMM  B.SCXI 
standard  1,4.8  or  a  non-EMM  B.SCTl;  before 
the  effective  dale  of  this  AD;  constitutes 
lerniinaling  aclion  for  the  requirements  of 
jiaragrajihs  (g),  (h).  (i).  (j).  (k).  and  (1)  of  this 
,'\D.  Do  the  installations  in  accordance  with 
a  method  ajipnn  ed  hy  either  the  Manager, 
International  Branch.  ANM-1  l(i:  or  the 
EA.S,-\  (or  its  delegated  agent),  (diajiler  32  of 
the  Airhus  A318/A319/A32()/,A321  Aircraft 
Maintenance  Manual  (AMM)  is  one  ajijiroved 
method  for  doing  the  installations  before  the 
effective  dale  of  this  AD. 

(n)  Retained  Statement  uf'Nu  Rejiurting 
Reijuired 

This  jiaragrajih  restates  the  nujuirements  of 
jiaragrajih  (m)  of  AD  2007-1 8-09. 
Amendment  39-13189  (72  FR  31104, 
.Sejitemher  0.  2007).  Although  Airhus  .Service 
Bulletin  A320-32-1310.  dated  Fehruarv  8. 
2000.  sjiecifies  .sending  certain  insjieclion 
results  to  /Xirhiis.  this  AD  does  not  include 
that  recjuirenienl. 

(o)  Fart  Number  Identiilcatifin 

For  the  jiurjiose  of  this  AD.  the  following 
jiarl  numhers  are  identified. 

(1)  F/N  E21 327001;  installed  hv  Airbus 
Modification  2(i903  or  hy  ,'\irhus  .Service 
Bulletin  A320-32-1912  in  service:  TiMM 
B.SCU  1,4.1. 

(2)  F/N  E21 327003;  installed  by  Airhus 
Modification  33370  or  Airhus  .Service 
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Hullotiii  Aa2()-:J2-12()l  in  scrvii;!;;  IlMM 
H.SCl)  L4.3. 

(a)  IVN  K2ia27()()4;  instaihul  by  Airl)iis 
inodilicalioii  H521(>  or  Airl)us  .Sia  vicc; 
nulhaiii  .•\a20-H2-l  20.3  or  Airlais  .Sca  vicc; 
lUillotin  A:{2()-a2-ia4a//\()  r  A:r2o-a2Aia4a 
in  stM'vico:  HMM  IbSCU  1.4. H. 

(4)  IVN  1C2 1227081:  installod  by  Airbus 
inodilicalioii  :M!)31  or  .Xirbns  .Service 
Hullelin  A:i20-:i2-l 2()():  OMM  IbSClI  1.3-2. 

(3)  IVN  Iv2i:i270()():  installed  by  .Airbus 
inodilicalion  28072  or  .Airbus  .Service 
Hullelin  A220-22-1230  or  .Airbus  .Service 
Hulleliu  A220-22-12I11:  I'MM  H.SCII  I.4.0H. 

((>)  IVN  821227101);  installed  bv  Airbus 
inodil'ication  131373  or  Airlins  .Service 
Hullelin  .A220-22-1 2H7:  KMM  H.SCII  1.4.0H. 

(7)  IVN  C2021()2202E24:  installed  by 
Airbus  .Service  Hullelin  A220-22-1 220  or 
Airbus  .Service  Hullelin  .A220-22-1 200: 
conventional  H.Still  standard  (sld)  10. 

(H)  IVN  C202102292823;  iuslalled  by 
.Airbus  .Servic;e  Hullelin  A220-22-1 209; 
conventional  H.SC.II  sld  10.1. 

Ip)  Records  Review 

Wilbin  3  davs  alter  the  elTeclive  dale  oi 
this  .AD:  Herloriu  a  records  review  to 
determine  wbelber  the  airplane  is  ecpiiiiped 
with  or  has  ever  been  eipiijiped  with  an  8MM 
H.SCII  having  IVN  821227001  (standard  1.4.1. 
installed  by  .Airbus  inodilication  2()903.  or 
.Airbus  .Service  Hullelin  A220-22-1 91 2)  or  IV 
N  821227002  (standard  1.4.3.  iuslalled  bv 
Airbus  inodilicalion  22271).  or  Airbus  .Service 
Hullelin  A220-22-1 201 ).  or  IVN  821  227004 
(standard  84.8.  installed  by  .Airbus 
modilication  23210.  or  .Airbus  .Service 
Hullelin  A220-22-1 203.  or  .Airbus  .Service 
Hullelin  A220-22-1  242/A()  T  .A220- 
22A1242).  or  IVN  8212270H1  {standard  1..3- 
2.  installed  by  Airbus  modiricalion  21921.  or 
.Airbus  .Service  Hulletin  A220-22-1 200). 

Note  2  to  paragraph  (p)  of  this  Al): 
Accoin|)lishinenl  ol  llie  actions  specified  in 
Airbus  Mandalorv  .Service  Hulletin  .A220-22— 
1210.  Revision  oi.  dated  )une  22.  2011. 
before  the  effective  date  of  Ibis  .All.  provides 
a  in(>lliod  for  doing  the  records  review. 

(i|)  No  Further  Action  Rerpiired  for  (Certain 
Paragraphs 

For  airplanes  on  which  a  records  rex'iew 
reijuired  by  paragraph  (p)  of  this  AD 
conclusively  determines  that  the  aiijilane  is 
not  and  never  has  been  e(|ui])ped  with  an 
8MM  H.SCill  having  IVN  821227001.  or  IVN 
821227002.  or  IVN  821227004.  or  IVN 
8212270H1.  no  further  action  is  recpiired  by 
|)aragraphs  (r)  and  (s)  of  this  AD. 

(r)  Airplane  Flight  Manual  Revision 

For  airplanes  that  are  not  identified  in 
|)aragraph  ((|)  of  this  AD  and  on  which 
Airbus  Modification  21132  has  not  been 
incorporated  in  |)roduction  (i.e..  ajiplicable 
only  to  aircraft  with  steering  |)owered  by  llie 
green  hydraulic  system);  Wilbin  10  days  after 
the  effei:tive  dale  of  this  AD.  revise  llie 
l.imitation  .Section  of  the  Airbus  A218/219/ 
220/221  AFM  to  include  the  following 
information.  This  revision  may  be  done  by 
inserting  a  copy  of  this  AD  into  the  AFM. 

The  8(V\M  message,  in  case  of  a  nose 
wheel  steering  failure,  will  be  worded  as 
follows: 


— "\V11881.  N/W  .S  TRD  FAUl.  T”  for  airiilanes 
with  Flight  Warning  Cominiler  (FWd) 
software  post  82P. 

— "WIlFFl.  N.W.  .STl'FR  FADl.  T"  for 
airplanes  with  FWCi  software  pre  821’. 

■  If  the  l./C  SHOCK  AH.SORH8R  FAIH.T 
I'iCAM  caution  is  triggered  al  anv  lime  in 
flight,  and  the  W11881.  N/W  .STRC  FAIH.T 
fiCAM  caution  is  triggered  after  the  landing 
gear  extension: 

•  When  all  landing  gear  doors  are 
indicated  closed  on  I'XiAM  W11881.  page, 
reset  the  H.SCl!: 

— A/SKIDKN/W  STRC . 

OFl  'nil'N  ON 

•  If  the  W11881.  N/W  .S  TRC  FAUl.T  8CAM 
caution  is  no  longer  displayed,  this  indicates 
a  successful  nose  wheel  re-centering  and 
steering  recovery. 

— Rearm  the  AUTO  HRAK8.  if  necessary. 

•  If  the  W1 1881.  N/W  .S  TRC  FAUl.T  8CAM 
caution  remains  displaved.  this  indicates  that 
the  nose  wheel  steering  remains  lost,  and  that 
the  nose  wheels  are  not  centered. 

— During  landing,  delay  nose  wheel 
touchdown  for  as  long  as  possible. 

—Refer  to  the  8CAM  STATUS. 

■  If  Hie  W11881.  N/W  STRC  FAUL  T 
8CAM  caution  ajipears.  without  the  l./C 
SHOCK  AH.SORH8R  FAUl.T  8CAM  caution: 
— No  specific  crew  action  is  re(]uesled  bv  the 

WH88I.  N/W  S  TRC;  FAUl.T  8CAM  caiilion 
procedure. 

—Refer  to  the  8CAM  .STA  TUS. 

Note:  For  airplanes  filled  witli  pre  FWC 
821’  standard,  read  N.W  .ST8F;R  instead  of  N/ 
W  .S  TRC. 

AcconiplisbmenI  of  the  actions  reejuired  by 
ibis  jiaragrapb  terminates  the  re(|uiremenls  of 
paragra|)li  (i)  of  this  AD  and  the  AFM 
revision  re(|uired  by  jiaragrapb  (i)  of  Ibis  AD 
must  be  removed. 

Note  2  to  paragraph  |r)  of  this  AD:  When 
a  statement  identical  to  that  in  paragra])h  (r) 
of  this  AD  has  been  included  in  the  general 
revisions  of  the  AFM.  the  general  revisions 
may  be  inserted  into  the  AFM.  and  the  cojiv 
of  this  AD  may  be  removed  from  the  AFM. 

(s)  Inspection  Following  (Certain  Centralized 
Fault  Display  System  Messages 
(1 )  For  aii’iilanes  other  Ilian  those 
identified  in  jiaragrapli  ((|)  of  Ibis  AD:  Within 
100  flight  cvcles  following  an  FXV\M  caution 
"l./C;  SHOtiK  AHS()RH8R  FAULT” 
associated  with  at  least  one  of  the  following 
C.FDS  messages  specified  in  paragra|)l! 
(s)(l)(i).  (s)(1)(ii).  or  (s)(l)(iii)  of  Ibis  AD.  do 
the  actions  in  jiaragrapli  (s)(2)  of  this  AD. 

(1)  “N  L/C  8X  T  I’ROX  SNSR  24CA  TCT 
I’OS.” 

(ii)  "N  L/C  8XT  I’ROX  SNSR  2.3CA  TC  T 
I’OS." 

(iii)  “N  L/(;  SHOCK  AHSORH8R  FAULT 
232()CM." 

(2)  For  air|)lanes  identified  in  jiaragrapb 
(s)(1 )  of  this  AD:  Do  the  actions  specified  in 
jiaragraiilis  (s)(2)(i)  and  (s)(2Kii)  of  this  AD. 

(i)  (ibeck  the  NI.C  strut  inflation  pressure, 
weight-off-  and  weiglit-on-wlieels.  in 
accordance  with  the  Accomplislunenl 
Instructions  of  Airbus  Mandatory  Service 
Hulletin  A22()-22-121l),  Revision  1)1.  dated 
)une  22.  2011.  and  before  further  flight,  do 


all  ap|)licable  corrective  actions  and 
adjiistmenls.  in  accordance  with  Airbus 
A218/A2I9/.'\22t)/A221.  Task  12-12-22- 
tilO-OOl-A  Check  Nl.fi  Shock  .Xbsorber 
Fluid  Level  and  Charge  Pressure  ("Two-Point 
Check" — .Aircraft  on  jacks  to  start).  Revision 
August  1.  2012. 

(ii)  Do  a  boroscopic  iiisiiectioii  for  broken 
or  cracked  NLCJ  upper  support  )ugs  and 
missing  or  crackiul  cvlinder  lugs,  and  do  all 
apiilicable  related  investigative  and 
corrective  actions  before  furlber  flight.  Do  all 
actions  in  accordance  with  the 
Acconiplislimenl  liislriictions  of  Airbus 
Mandatory  Service  Hulletin  A220-22-1 21 0. 
Revision  01,  dated  )une  22.  2011.  Wliere 
Airbus  Mandatory  Service  Hullelin  A220-22- 
1210.  Revision  01.  dated  )une  22.  2011. 
specifies  restoring  the  NI.C  in  accordance 
with  Airbus  reconimendations.  this  AD 
recpiires  restoring  the  Nl.fi  before  further 
flight,  in  ac:cordaiice  with  a  method  a|)proved 
by  the  Manager.  Inlernalional  Hrancli.  ANM- 
110.  Trans|)orl  Airplane  Directorate,  FAA;  or 
the  8.\SA  (or  its  delegated  agent). 

(t)  Initial  Horu.s(:o|)ic  lnspiM:tion 

Al  the  ajiplicalile  times  siiecified  in 
liaragrajilis  (l)(1)  and  (t)(2)  of  tliis  AD:  Do  a 
boroscopic  ins])eclion  for  broken  or  cracked 
NI.C  upper  su])i)orl  lugs  and  missing  or 
cracked  cylinder  lugs,  and  do  all  applicable 
related  investigative  and  corrective  actions 
before  fiirtber  flight.  Do  all  actions  in 
accordance  with  the  .Accomplisiimenl 
Insiruclions  of  .Airbus  Mandatory  Servic:e 
Hullelin  .A22()-22-l 21 0.  Revision  01.  dated 
)une  22.  2011.  Where  Airbus  Mandalorv 
Service  Hulletins  A220-22-1 21 0.  Revision 
01.  dated  lin'c;  22.  201 1.  sjiecifies  restoring 
the  NL(;  in  accordance  with  Airbus 
recommendations,  this  AD  reipiires  restoring 
the  NI.C  before  further  flight,  in  accordance 
with  a  method  ajiiiroved  by  the  Manager, 
Inlernalional  Hranch.  ANM-1  10,  Trans|)ort 
Airplane  Directorate.  FAA;  or  the  8A.SA  (or 
its  delegated  agent).  Accomplishment  of  the 
actions  required  by  this  |)aragraph  terminate 
the  recpiirements  of  iiaragrajihs  (j).  (k).  and  (1) 
of  this  AD. 

(1)  For  airplanes  fitted  with  twin  wheel 
main  landing  gear  (MLC)  that  have  been 
ecpiipjied  with  8MM  HSCU  standard  L4.1. 
1.4.3,  or  1.4.8;  Al  the  later  of  the  limes 
specified  in  paragrajjhs  (t){l)(i)  and  (t)(l)(ii) 
of  this  .AD. 

(1)  Within  20  monlbs,  0.000  flight  hours,  or 
4.300  flight  cycles  since  first  flight  of  the 
airplane,  whichever  occurs  first. 

(ii)  Within  0  moulbs,  or  1.800  flighl  hours, 
or  1.230  flight  cycles  after  the  effective  dale 
of  Ibis  AD.  whichever  occurs  first. 

(2)  For  air))lanes  fitted  with  bogie  MLC:  Al 
the  later  of  llie  limes  specified  in  jiaragrapbs 
(l)(2)(i)  and  (l)(2)(ii)  of  this  AD. 

(i)  Wilbin  20  months,  or  0.000  flighl  hours, 
or  4.300  flight  cycles  after  the  installation  of 
FiMM  HSCU  standard  1,3-2,  whichever  occurs 
first. 

(ii)  Wilbin  0  months,  or  1.800  flighl  hours, 
or  1 .230  flighl  cycles  after  the  effective  dale 
of  this  AD.  whichever  occurs  first. 

(u)  Repetitive  Hor(>sc;opic;  Inspections 

.After  accomplishing  the  insi)ei:lion 
specified  in  ])aragraph  (I)  of  this  AD:  Rejieal 
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llio  ins])(!(:ti()n  n!(|uir(ul  l)y  ])iira”rai)li  (t)  ol 
lliis  AD  llioniallcir  at  tlu;  ajiplicalilc!  inita'val 
six.-cil'icd  in  |)aragra|)lis  {ii)(l).  (n)(2).  and 
(n)(:})  ol  lids  Al). 

(1)  I''or  airplanes  liltiMl  with  twin  wlieel 
mix;  dial  have  been  ecpiipped  with  HMM 

H. SCdl  standard  1.4.8:  Al  inUa  vals  not  to 
exceed  21)  months,  or  li.DOl)  riif>hl  hours,  or 
4,.')00  llighl  cvcies.  whichever  occurs  lirsl. 

(2)  l''or  aii'iilanes  lilted  with  twin  wheel 
Ml.(;  that  have  been  e(pii])])ed  with  HMM 
l5S(;il  standard  1,4.1  or  1,4. .a:  At  intervals  not 
to  exceed  0  months,  or  1.801)  lli<>hl  hours,  or 

I. 8.^()  riiehl  cycles,  whichever  occurs  first. 

(:i)  I'or  airplanes  fitted  with  bogie  MLd:  Al 

intervals  not  to  exceed  20  months,  or  0.000 
flight  hours,  or  4. .500  flight  cycles,  whichever 
occurs  first. 

(v)  Modini:alion 

for  airplanes  fitted  with  twin  wheel  MLCl: 
Within  0  months  after  the  effective  tlale  of 
this  AD.  niodifv  the  airplane  hv  installing 
EMM  B.SCU  standard  1,4.9H.  in  accordance 
with  the  Accoin|)li.shinenl  lnslriK:lions  of 
Airbus  Service  Hnlletin  A320-82-1 3.50. 
dated  )nly  3.  2008. 

(w)  Optional  Method  of  Modillcation 
Doing  a  modification  sjiecified  in 

paragra|)h  (wlp).  ('v)(2).  or  (w)(3)  of  this  ,\D. 
is  accejilahle  for  compliance  with  the 
reepnrements  of  paragraph  (v)  of  this  AD. 

(1)  Modification  of  the  airplane  hv 
installing  EMM  HSCiU  standard  1,4.08.  in 
accordance  with  the  Accomplishment 
Inslrnclions  of  Airhns  Ser\  ice  Hnllelin  A32()- 
32-1387.  dated  Aiiril  7.  2011. 

(2)  Modification  of  the  airplane  Iw 
installing  conventional  EMM  8.S(’,II  standard 
10.  in  accordance  with  the  Accoinjilishmenl 
Instructions  of  Airbus  .Service  Bulletin  A320- 
32-1 3()0.  dated  March  18.  200!);  or  Airbus 
Mandatory  Service  Bulletin  A320-32-1 330. 
Revision  01,  dated  Januarv  10.  2008. 

(3)  Modification  of  the  airplane  hv 
installing  conventional  EMM  B.SCllI  standard 
10.1  in  accordance  with  the  Accomplishment 
Instructions  of  Airbus  .Service  Bulletin  A320- 
32-1309.  Revision  01,  dat(!d  March  31,  2010. 

(x)  Terminating  Action 

ln-servii:e  modification  of  an  airi)lane  fitted 
with  twin  wheel  MLCl  as  reepdred  hv 
paragraph  (v)  of  this  AD  constitutes 
t(!rminaling  ac:tion  for  llu;  initial  and 
r(!])etitive  inspections  retpured  hv  |)aragraph 
(I)  of  this  AD.  In  addition,  the  AEM  changes 
nicjuinul  by  paragra])h  (r)  of  this  ,\D  may  he 
nmioviul  from  the  AEM;  and  the 
nupnrmiKmts  of  ])aragra])h  (s)  of  this  AD  are 
no  longer  riKpunul. 

(y)  Exemption  From  Clertain  Actions 
Exce))!  for  i)aragraph  (y)  of  this  AD, 

air|)lan(!S  that  have  heem  dedivered  with 
Airbus  modification  38973  and/or  Airbus 
modification  151.57.5  that  install  EMM  B.SfilJ 
standard  1,4. 9B  arc;  not  affectiul  by  the 
nupdrenumls  of  this  AD.  provided  that  no 
installation  of  ))revious  liMM  B.SCU 
standards  1,4.1.  1,4.5.  or  1,4.8  has  Ixien 
perfornuHl  since  the  airijlane  first  flight. 

(7.)  Parts  Installation 

For  air])lanes  that  do  not  have  EMM  BSUU 
1,4.1.  or  EMM  B.S(;iJ  1,4.5.  or  EMM  B.SCU 


1,4.8  instaihul;  As  of  lln;  (dleclivc;  dal(!  of  this 
AD.  no  ])(!rson  may  modify  an  airplaiu!  by 
installing  EMM  B.SCU  standards  1,4.1,  1,4.5. 
or  1,4.8  on  any  airplane. 

(aa)  (iredit  for  Previous  Actions 

(1)  'This  paragraph  restates  the 
r(!(pdr(!m(mts  ol  paragraph  (n)  of  AD  2097- 
18-t)!).  Amendment  39-1518!)  (72  1  R  51104. 
.Sept(!mh(;r  0,  2007).  'This  paragraph  provid(!s 
credit  for  the  ins])ections  nupdred  hv 
paragraj)!!  (j)  of  tlds  AD.  if  tho.si;  ins])ections 
were  perforuHul  heddre;  October  11. 2007  (the 
effective  dat(!  of  AD  2t)t)7-1 8-09. 

Amendmeid  39-15189  (72  FR  51104. 
.Scjptemher  0.  20t)7))  using  (ihapter  12. 

Subject  12-14-32  of  the  Airbus  A318/A31!)/ 
A320/A321  AMM,  as  revised  by  Airbus 
A31 8/A31!)/A320/A321  AMM  'Tmnporarv 
Revision  12-0t)l.  datcul  Nov(;mh(!r  13.  2005. 

(2)  'This  paragraj)h  j)rovides  criulit  for  the 
ins])ections  and  relatcul  investigative/ 
corrective  actions  nupdrcid  by  paragraphs  (j). 
(k),  and  (1)  of  this  AD.  if  thost;  inspections 
wert!  i)erformed  hiddre  tin;  idfective  dat(;  of 
this  AD  using  Airbus  .Service;  Bulletin  A320- 
32-1310.  dated  February  8.  2000. 

(3)  This  paragraph  provides  credit  for  the 
modifications  spi;cified  in  paragra])h  (w)(2) 
of  this  AD.  if  those  modifications  W(;r(; 
p(;rform(;d  l)(;fore  the;  (;ffective  date  of  this  AD 
using  Airbus  Mandatory  .S(;rvice  Bull(;tin 
A320-32-1330.  dated  .September  19.  2t)t)7. 

(4)  This  |)aragraph  provides  credit  for  tin; 
modifications  reepdred  by  |)aragra|)h  (w)(3)  of 
this  AD.  if  those  modifications  were; 
pe;rfe)rme;el  he;fe)re;  the;  e;ffe;e:tive;  ehite;  eef  this  AD 
using  Airbus  .Se;rvie:e;  Bulle;tiu  ,'\320-32-1 30!). 
ehiteel  Mare:h  22,  2t)t)!). 

(Ill))  Other  FAA  Al)  Preivisinns 

The;  feilleiwing  iireivisiems  eilsei  ajiplv  tei  l)ds 
AD: 

( 1 )  Alturiuiliva  Malhods  of  ('.omplianca 
//\,\/OC'.sd:  The;  M;mage;r,  lnle;ruatiem;d 
Brane:h.  ANM-110.  'I'ranspent  Air|)lane; 
Dire;e:te)nite;.  FAA,  Inis  the  autheiritv  tei 
ajipreive;  AMOfis  feir  this  AD.  if  re;ejue;sle;el 
using  the;  pre)e:e;elnre;s  femnel  in  14  CFR  3!).l!). 
In  ae:e:e)relane:e;  with  14  (d  R  3!). 19.  se;nel  yemr 
re;epie;st  tei  yemr  prine:ipid  ins])e;e:te)r  eir  le)e:al 
Flight  .Stanelarels  District  ()ffie:e.  as 
a])])re)i)riate;.  If  se;neling  infeirmatiem  elire;e:tly 
tei  the  Internatiemal  Brane:h,  senel  it  tei  ATTN: 
.Siinjeiy  Redhiin,  Ae;re)spae:e;  Engiimer. 
lnte;rnatiemal  Brane:h,  ANM-110.  Transjieirt 
Airjdane;  Dire;e:te)rate;.  FAA.  10t)l  Linel 
,\venue;  .S\V.,  Rentem,  \VA  98057-3350; 
telepheme;  (425)  227-1405;  fax  (425)  227- 
114!).  Infeirmatiem  mav  he;  e;maile;el  tei;  .9- 

J  J  (i-AMOC-HHQl ’ESTS@fci(i.^ov. 

Be;fe)re;  using  any  aiijireiveel  AMOC.  neitify 
yemr  aiijireijiriiite;  prine:ipid  inspe;e;te)r.  eir 
l:ie:king  ;i  prine;i|)id  inspe;e:te)r,  the;  miuiiigeir  eif 
tlie;  loe:al  flight  stanelarels  elistrie:!  e)ffie;e;/ 
e:e;rtifie:ate;  heileling  elistrie:!  e)ffie:e;.  The  AMOC 
appreivid  le;!te;r  must  si)e;e:ifie:ally  re;fe;re;ne:e; 
this  AD.  ,\M()Cs  appre)ve;el  preeviemslv  in 
iie:e:e)relane:e;  with  AD  2007-18-0!). 
Ame;nehne;nt  39-15189  (72  FR  51104. 
.Se;])te;mhe;r  0.  2007),  iire;  neit  api)re)ve;el  as 
AMOCs  with  this  AD. 

(2)  Airw'oilhy  Product:  Feir  any  re;epdre;me;nt 
in  this  AD  tei  eihtain  e:e)rre;e:tive;  ae;tiems  fremi 

;i  m;mufae:ture;r  eir  either  seiure:e;.  use  the.se 
ae:tieins  if  they  are;  FAA-appreive;el.  Ceirre;e:tive 


iie:tiems  are;  e:emsiele;re;el  FAA-ajipreive;el  if  they 
eire;  iip|)re)ve;el  hv  the;  .State  eif  De;.sign  Autheiritv 
(eir  their  elede;gate;el  agemt).  Yem  eire;  re;epdre;el 
tei  assure;  the;  |ireiehie:t  is  iiirweirthy  he;feire;  it 
is  re;turne;el  tei  se;rvie:e;. 

(i:(:)  K(;laleil  Inldrmatiiin 

(1)  Re;fe;r  tei  MCAl  EA.SA  Airweirthineiss 
Dire;e:tive;  2011-0201.  elateel  ()e:teihe;r  13.  201 1. 
iinel  the;  se;rvie:e;  infeirniiiliein  se;rvie:e; 
infeirmatiem  iele;ntifie;el  in  ]iaragraphs  (e:e:)(l)(i) 
threiugh  (e:e:)(l)(viii)  feir  re;hite;el  infeirmeitiem. 

(1)  Airlms  A318/A31 9/A320/A321 .  Task 
12-12-32-010-001-A  Che;e:k  NEC  .Sheie:k 
Ahseirheir  Fluiel  Eevel  anel  (duirge;  Preissure; 
("Twei-Peiint  (;he;e:k" — Aire:nift  em  )<'ie:ks  tei 
start).  Reivisiem  August  1.  2012. 

(ii)  Airbus  Manelateirv  .Se;rvie:e;  Bulletin 
A320-32-1  310.  Reivisiem  01.  eleiteiel  )une;  23. 
2011. 

(iii)  Airbus  Manelateirv  .Se;rvie:e;  Bulleitin 
A320-32-1 330.  Reivisiem  01,  elateiel  )anuarv 
10,2008. 

(iv)  Airbus  .Se;rvie:e;  Bulleitin  A320-32- 
1350.  elateiel  Inly  31. 2008. 

(v)  Airbus  .Se;rvie:e;  Bulleitin  A320-32-1300. 
elateiel  Mare:h  18.  2009. 

(vi)  Airbus  .Servie:e;  Bulleitin  ,\320-32- 
13ti9.  Reivisiem  01,  ehiteiel  Mare:h  31. 2t)1t). 

(vii)  Airbus  .Se;rvie:e;  Bulleitin  A320-32- 
1387.  elateel  Ajiril  7.  2!)11. 

(viii)  .Airbus  Te;e:hnie:iil  Neite;  957.1  !)01/!)5. 
elateiel  Oe:teihe;r  18.  2005. 

(2)  Feir  se;rvie:e;  infeirmatiem  ielemtifieiel  in 
this  AD.  e:emtiie:t  Airlius.  Airweirthineiss 
Offie:e; — I'iA.S.  1  Remel  Peiin!  M<mrie:e;  Beilleinte;. 
31707  Bliigmie:  (ieieleix.  Frane:e;:  te;le;]iheme;  +33 
5  01  93  30  !)0:  fax  +33  5  01  93  44  51;  emiiil 
account. (nr\\oiih-(!(is@(iirl)Us.com:  Inteirnet 
http://\v\y\\  .uirl)u.'i.coiu.  Yem  m;iv  reivieiw 
e:eipie;.s  eif  the;  re;fe;re;ne:e;el  se;rvie:e;  infeirmatiem 
(it  the;  FAA.  Transpeirt  Air|ihme;  Dire;e:teiriite;. 
ItiOl  Einel  Aveinue;  .S\V..  Reintein.  \VA.  Feir 
infeirmatiem  em  the;  iivailiihility  eif  this 
material  iit  the;  F,\A.  e:all  425-227-1221. 

Issueiel  in  Reinlem.  Washingtein,  em  )anuarv 
31.2013. 

Ali  Bahraini, 

Muiuu.’cr.  Tronsport  Airplane  Directorate, 
Aircraft  (Certification  Service. 

|FR  Doe:.  2()i:i-()2«!)«  Fileiel  2-7-1  ;t:  8:4.5  am| 
BILLING  CODE  4910-1 3-P 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14  CFR  Part  39 

[Docket  No.  FA A-201 3-0090;  Directorate 
Identifier  201 2-NM-1 49-AD] 

RIN  2120-AA64 

Airworthiness  Directives;  The  Boeing 
Company  Airplanes 

AGENCY:  Foiioi-.il  Avialiein 
Administration  (FAA),  DOT. 

ACTION:  Notice  ol  propei.sed  rulemaking 
(NPRM). 

SUMMARY:  We  propose  to  adojit  a  new 
airwortliiness  directive  (AD)  for  certain 
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The  Boeing  Companv  Model  747-1  ()(), 
747-1008.  747-lOOB  SUD.  747-200B. 
747-200(:.  747-:i00.  747-400.  747- 
40013.  and  747.SP  series  airplanes.  This 
j)roposed  AI)  was  prompted  by  niports 
ol  worn  or  incorrect  Iv  assembled  latches 
on  main  deck  e.scape  slides  installed  on 
air])lane  doors.  I'liis  proposcul  All 
would  nupdre  determining  il  tin;  latches 
are  correctly  as.semhled;  and  cornictive 
actions  if  necessary.  This  jiroposed  AD 
akso  would  nHiuire.  for  certain  airjilanes. 
modifications  to  the  escape  slide/ rafts 
and  escape  slides.  We  are  proposing  this 
AD  to  prevent  a  latch  hook  moving  from 
clo.sed  to  open  in  an  e.scaj)e  slide/raft  or 
e.sca|)e  slide,  which  could  result  in  the 
e.scape  siide/raft  or  esca])e  slide  not 
deploying  correctly  in  an  emergency,  or 
releasing/inflating  into  the  passenger 
cabin  and  causing  injury  to  jjassengers 
and  crew. 

DATES:  We  must  receive  coimmaits  on 
this  propo.sed  AD  by  March  25.  2013. 
ADDRESSES:  You  may  send  comments, 
using  the  procedures  found  in  14  (3"R 
11.43  and  11.4.'j.  by  any  of  the  following 
methods: 

•  /'ederu/  alhihnuiking  Portal:  Clo  to 
htti)://\v\\  \\’.iv<’uIations.(’ov.  Follow  the 
instructions  for  submitting  comments. 

•  Fu.v;  202-403-22.')!. 

•  A/o//;l]..S.  Departimait  of 
rransj)ortation.  Docket  Operations.  M- 
3t).  West  Building  (hound  Floor,  Room 
Wl  2-140.  1200  New  jersey  Avenue  SE., 
Washington,  D(^  20.')00. 

•  Hand  Dalivarv:  Deliver  to  Mail 
address  above  between  9  a.m.  and  .5 
|).m..  Mondav  through  Fridav.  excej)t 
Federal  holidays. 

For  Boeing  .service  information 
identified  in  this  j)ro|)o.sed  AD,  contact 
Boeing  Commercial  Airj)lanes. 
Attention:  Data  &  Services  Management. 
P.  O.  Box  3707.  MC  2H-().'5.  Seattle.  WA 
08124-2207:  telejihone  20()-.'')44-.5000. 
extension  1:  fax  20()-7()()-5()80:  Internet 
hit i)s://\u\'\v.nni)oain‘> float. com.  For 
(h)odrich  service  information  identified 
in  this  propo.sed  AD.  contact  Goodrich 
Corporation.  Aircraft  Interior  Products. 
ATTN:  Technical  Publications.  3414 
.South  Fifth  .Stnjet.  Phoenix,  AZ  8.')040- 
1100;  telephone  ()02-243-2200;  Internet 
http://\v\\\\’.t>ooclrich.com/TachPubs. 
You  may  review  copies  of  the 
referenced  service  information  at  the 
FAA,  Transport  Airplane  Directorate. 
KiOl  Lind  Avenue  .SW..  Renton.  WA. 
For  information  on  the  availahilitv  of 
this  material  at  the  FAA,  call  425-227— 
1221. 


p]xaniining  the  AD  Docket 

You  may  examine  the  AD  docket  on 
the  Internet  at  http:// 

WWW. raf’iilations.f’ov:  or  in  person  at  the 
Doc:ket  Management  k'acilit  v  bet  wetai  0 
a.m.  and  .'5  p.m.,  Monday  through 
Friday,  except  luuleral  holidays.  The  AD 
docket  contains  this  ])ropo.sed  AD.  the 
regulatory  (jvaluation.  any  comments 
receivcid.  and  otluir  information.  'I’he 
street  address  for  the  Docket  Office 
(l)hone:  8()0-(i47-.').')27)  is  in  the 
ADDRESSES  section.  Comments  will  he 
available  in  the  AD  docket  shortly  after 
receij)t. 

FOR  FURTHER  INFORMATION  CONTACT: 

Sarah  Piccola,  Aerospace  Engineer, 

Cabin  Safety  and  Environmental 
Systems  Branch,  ANM-1.')().S.  FAA. 
Seattle  Aircraft  (Certification  Office, 

IfiOl  Lind  Avenue  SW..  Renton.  WA 
98().')7-33.‘)();  i)hone:  42.')-91 7-8483;  fax: 
42.'‘)-917-().'')9():  email; 
surah. piccohMf aa.gov. 

SUPPLEMENTARY  INFORMATION: 

(Comments  Invited 

We  invite  you  to  .send  anv  written 
relevant  data,  vi(!ws,  or  argunumts  about 
this  pro|)osal.  Send  yf)ur  comments  to 
an  addre.ss  listed  under  the  ADDRESSES 
.section.  Include  “DockiO  No.  k'AA- 
2()13-()()0();  Directorate  hhmtifier  2012- 
NM-14‘)-AD'’  at  the  h(!ginning  of  your 
comments.  We  specifically  invite 
comments  on  the  overall  regulatorv. 
economic,  envirommmtal.  and  (miagy 
as])ect.s  of  this  ))ro])o,sed  AD.  We  will 
consider  ail  comments  receivcul  by  the 
closing  date  and  may  amend  this 
])ropo.sed  AD  because;  of  those 
comments. 

We  will  j)o.st  all  comments  we 
receive,  without  change,  to  http:// 
www.ragalations.gov.  including  anv 
personal  information  you  provide.  We 
will  also  post  a  report  summarizing  each 
substantive  V(;rhal  contact  we  receive 
about  this  jjroposed  AD. 

Discussion 

We  received  re])ort.s  that,  in  service, 
latches  in  the  main  deck  e.sca|)e  slide/ 
rafts  and  e.scape  slides  installed  on 
airplane  iloors  were  not  fully  closed. 

The  current  latch  design  uses  friction  to 
keep  the  latch  hook  closed.  (Corrosion 
and  worn  j)art.s  reduce;  friction  between 
the  jiarts  of  the  latch  that  k(;ej)  it  closed. 
The  new  latch  design  has  a  r(;tention 
feature  to  make  sure  the  latch  stays 
closed.  A  latch  hoe)k  moving  from  the 
clo.s(;d  to  the  o])en  ])osition  in  an  esi;a])e 


slid(;/raft  or  esca])(;  slide,  if  not 
corrected,  could  r(;.sult  in  an  e.scape 
slide/raft  or  esca])(;  slide  not  d(;ploying 
corn;ctly  in  an  emergem;y,  or  releasing/ 
inflating  into  the  j)a.s.senger  cabin  and 
causing  injurv  to  passengers  and  crew. 

Relevant  Service  Information 

We  r(;viewed  Boeing  .S])ecial 
Att(;ntion  Service  Bulletin  747—25- 
3428,  Revision  3,  dat(;d  |une  14,  2012. 
For  information  on  the  procedures  and 
compliance  times,  see  this  service 
information  at  http:// 
www.ragalations.gov  hv  searching  for 
Docket  No.  FAA-2()13-(K)9(). 

(Concurrent  Service  Information 

Boeing  Special  Attention  Service 
Bulletin  747-2.')-3428.  Revision  3,  dated 
lime  14,  2012.  specifies  concurrent  or 
prior  accomplishment  of  Boeing  Servic:e 
Bulletin  747-25—2425.  Revision  1.  dated 
.Se])temher  7.  1979.  For  information  on 
the  jn'oeedures,  see  this  service 
information  at  htt]):// 
www.ragalations.gov  by  searching  for 
Docket  No.  1-AA  2013  ()090. 

P’AA’s  Determination 

We  an;  pro])osing  this  AD  because  we 
evaluated  all  the  relevant  information 
and  determined  tin;  unsafe  condition 
d(;scrih(;d  ])reviou.sly  is  likelv  to  (;xi.st  or 
develop  in  other  jiroducts  of  the  same 
typi;  design. 

Proposed  AD  Requirements 

riiis  pro])osed  AD  would  require 
accomplishing  the  actions  sjiecified  in 
the  service  information  described 
previouslv. 

The  jihrase  “related  investigative 
actions”  might  he  useil  in  this  ])roposed 
AD.  "Related  investigative  actions”  are 
follow-on  actions  that  (1)  are  related  to 
the  jnimary  action,  and  (2)  are  actions 
that  further  investigate  the  naturi;  of  any 
condition  found.  Related  investigative 
actions  in  an  AD  could  include,  for 
example,  inspections. 

In  addition,  the  ])hrase  “corrective 
actions”  might  he  used  in  this  pro])o.sed 
AD.  “("orrective  actions”  are  actions 
that  correct  or  addre.ss  anv  condition 
found.  (Corrective  actions  in  an  AD 
could  include,  for  examjjle,  repairs. 

(Costs  of  (Compliance 

Wi;  estimate  that  this  jiroposed  AD 
affects  121  aiiqilanes  of  II.S.  regi.stry. 

We  estimate  the  following  costs  to 
comply  with  this  projiosed  AD: 
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Estimated  Costs 


Action 

Labor  cost 

Parts  cost 

Cost  per  product 

Cost  on  U.S. 
operators 

Determine  if  latches  are  cor¬ 
rectly  assembled. 

1  work-hour  x  $85  per  hour  = 
$85. 

$0 . 

$85 . 

$10,285. 

Option  to  rework/replace 
latches  instead  of  deter¬ 
mining  if  latches  are  cor¬ 
rectly  assembled. 

Between  3  and  24  work-hours 

X  $85  per  hour  =  Between 
$255  and  $2,040. 

$286  per  latch  . 

Between  $541  and  $2,326  . 

Between 

$65,461 

and 

$281,446. 

We  estimate  tlie  following  costs  to  do 
any  necessary  re])laceinents  that  would 
he  r(;(|uired  based  on  the  rcjsults  of  the 


pro])osed  latch  assemhly  determination. 
We  haye  no  way  of  determining  the 


numh(!r  of  aircraft  that  might  need  this 
rei)lacement: 


On-Condition  Costs 


Action 

Labor  cost 

Parts  cost 

Cost  per 
product 

Corrective  action  . 

Between  3  and  24  work-hours  x  $85  per 

$286  per  latch  . 

Between 

hour  =  Between  $255  and  $  2,040. 

$541  and 

$2,326. 

According  to  the  manufacturer,  all  of 
the  costs  of  this  pro])osed  AD  may  he 
coyered  under  warranty,  thereby 
reducing  the  cost  im])act  cm  affectcul 
indiyiduals.  We  do  not  c:ontrol  warranty 
coyerage  for  affected  indiyiduals.  As  a 
result,  we  haye  included  all  costs  in  our 
cost  estimate. 

Authority  for  This  Ridemaking 

Title  49  of  the  United  States  Code 
sjiecifies  the  FAA’s  authority  to  issue 
rules  on  ayiation  safety.  Subtitle  1. 
section  108,  describes  the  anlhority  of 
the  FAA  Admini.strator.  Subtitle  Yll: 
Ayiation  Programs,  describes  in  more 
detail  the  .scojie  of  the  Agency’s 
authority. 

We  are  issuing  this  rulemaking  under 
the  authority  described  in  Subtitle  VII. 
Part  A,  Suhpart  III,  Section  44701: 
“General  requirements.’’  Under  that 
.section.  Congress  charges  the  FAA  with 
promoting  safe  flight  of  ciyil  aircraft  in 
air  commerce  by  jnescrihing  regulations 
for  jiractices,  methods,  and  jnocedures 
the  Admini.strator  finds  necessary  for 
.safety  in  air  commerce.  This  regulation 
is  within  the  scojie  of  that  authority 
hcicaiKse  it  addresses  an  unsafe  condition 
that  is  likely  to  exi.st  or  deyelop  on 
products  identified  in  this  rulemaking 
action. 

Regulatory  Findings 

We  determined  that  this  proposed  AD 
vyould  not  haye  federalism  implications 
under  Fxecntiye  Order  13132.  This 
proposed  AD  would  not  have  a 
substantial  direc:t  effect  on  the  States,  on 
the  relationship  htdween  the  national 
Coyernment  and  the;  States,  or  on  the 
distribution  of  jiower  and 


r(!.s])onsihilitie.s  among  the  yarious 
leyels  of  goyernment. 

For  th(!  rea.sons  discu.ssed  ahoye.  I 
certify  this  ])ro])o.sed  nigulation: 

(1)  Is  not  a  “significant  regulatory 
action’’  under  Fxecntiye  Order  128(){), 

(2)  Is  not  a  “significant  rule”  under 
the  DOT’  Regulatory  Policies  and 
Procedures  (44  FR  11034,  Fehriiary  20. 
1079). 

(3)  Will  not  affect  intrastate  ayiation 
in  Alaska,  and 

(4)  Will  not  haye  a  significant 
(;c:onomic  imj)act,  ])ositiye  or  negatiye, 
on  a  substantial  numher  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act. 

List  of  Subjects  in  14  (]FR  Part  39 

Air  transportation.  Aircraft,  Ayiation 
safety.  Incor])oration  by  reference. 
Safety. 

The  Proposed  Amendment 

Accordingly,  under  the  authority 
delegated  to  me  by  the  Admini.strator. 
the  FAA  pro])o.se.s  to  amend  14  CFR  jiart 
39  as  follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

■  1.  The  authority  citation  for  ])art  3t) 
continues  to  read  as  follovys: 

Aulhorily:  49  ll.S.C.  1l)()(g).  4()1i:t.  44701. 

§39.13  [Amended] 

■  2.  The  FAA  amends  §  39.13  by  adding 
the  following  new  airw'orthiness 
directiye  (AD): 

T'he  Hoeing  (^oinpiiny:  Docket  No.  l'’AA— 
201,3-0090;  Directorate  hlenliner  2012- 
NM-149-AD. 


(a)  (aiinments  Due  Date 

\\'(!  iiiiisl  receive;  conniieiits  hv  March  2.3. 

20i:i. 

(Ii)  Alfected  Alls 
None. 

(c)  Applicability 

T  his  AD  applies  to  The  Ho(;ing  Coinpany 
Model  747-100.  747-1008.  747-1008  ,SIID. 
747-2008.  747-200C;.  747-:i00.  747-400. 
747-400D.  and  747.SP  series  airplanes; 
cerlilical(;d  in  any  category;  as  id(;nlilied  in 
8oi;ing  Special  Atlt;nlion  .Si;rvice  Ilnlletin 
747-2,3-:i428.  K(;vision  :i.  dated  lime;  14. 

2012;  exce|)t  for  Croups  :i-4.  (ion figuration  2. 
and  Croup  9.  (ionfiguration  2.  airplanes. 

(d)  Subject 

)oinl  Aircraft  Syst(;ni  (ioniponent  OASCi)/ 
Ail  TTansport  Association  (ATA)  of  Amerii:a 
Ciode;  2.3.  E(pn])nient/furnishings. 

(e)  Unsafe  Cuuditinu 

This  AD  was  prompted  by  reports  of  worn 
or  incorrectly  a.s.s(;inl)h;d  latches  on  main 
dee:k  esca|)e  slides  installed  on  air|)lane 
doors.  We  are  issuing  this  AD  to  jerevent  a 
latch  hook  moving  from  clos(;d  to  ojien  in  an 
escape  slide/raft  or  (;scape  slide,  which  could 
result  in  the  (;scape  slide/raft  or  escape  slide 
not  d(;j)loying  correctly  in  an  emergency,  or 
releasing/inflating  into  the  pas.senger  cabin 
and  causing  injury  to  passengers  and  crew. 

(i)  (ioiupliauce 

(iomplv  with  this  AD  within  tlu; 
com))liance  times  s|)ecifi(;d.  unless  already 
(lorn;. 

(g)  Replacement  or  Rework  of  Escape  Slide 
Latc:h  Assembly 

Within  48  months  after  the  eflective  dat(; 
of  this  AD;  D(;tennine  if  the  latches  in  the 
main  d(;c.k  (;sca|)e  slide/rafts  and  the  (;.scape 
slides  installed  on  the  airi)lane  doors  are 
correctly  a.ss(;mhl(;d.  and  do  all  a|)plicahh; 
corr(;ctive  actions,  in  accordanc:e  with  the 
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A(:(;()iii|)lisliiiuMil  histruclions  ol  Hotniig 
.S|M!(:ial  Allrnlioii  .S(!rvic;o  Diilhain  747-2.i- 
342K.  Revision  3.  daliul  )iiiia  14.  2012.  Do  all 
a|)|)li(:al)lo  corroclivi!  actions  Ix^lorc  I'nrlhor 
lli>>ljt.  ()|)lions  provided  in  8o(!in<>  .Spcicial 
,\U(Mition  .S(!rvic(!  Did  1(4 in  747-2.^-3428. 
R(!vision  3.  dated  )une  14.  2012.  lor 
det(M'ininin»  tlic!  correct  asscnnldy  ol  tlic; 
latch(!S  are  acc(!|)lat)l((  lor  the  correspondiii" 
n((piinun(‘nl  ol  this  paragra])h. 

(h)  (ioncurreni  Ke(|iiireni(Mits 

l-’or  (;rou|)s  1.  .3.  10.  and  13  air|)lanes.  as 
id(nititi(ul  in  8o(!in}>  Si)ecial  Attcnition 
Stnvice  Bulletin  747-2.5-3428.  Revision  3. 
datiid  |une  14.  2012;  Brior  to  or  concurr(!ntlv 
with  acconi|)lishin»  tin;  actions  r(!(|uir(!d  hy 
paragraph  (g)  of  this  AD.  replace  the 
packhoard  caj)  nuts  with  riush-ty|)(!  inserts, 
reinlorci!  the  lowcir  packhoard  sipjport 
bracket  attachments,  install  hooks,  inodil'v 
the  lower  liiuM  ol  tin;  main  (Uilrx  door  and 
|)ackhoard.  and  r(!move  tin;  “I’ress  to  Test" 
circuit  pantd  and  associated  circuitry,  in 
accordance  with  the  .Accomijlishinmit 
Instructions  ol  Boeing  .Sen  vice;  Bulhitin  747- 
23-242.5.  Riivision  1.  dated  .Se])temher  7. 

1070. 

|i)  Oedil  lor  Previous  Actions 

This  paragra|)h  |)rovid(;s  enulit  lor  the 
api)licahle  concurnml  actions  riHiuinul  hy 
|)aragraph  (h)  ol  this  AD.  il  those;  actions 
wen;  p(;rlorm(;d  h(;ror(;  tiu;  (;H(;cti\  (;  dat(;  ol 
this  AD  using  Boeing  .S(;rvic(;  Bull(;tin  747- 
23-2423.  dal(;d  August  23.  1078.  which  is  not 
incor|)orat(;d  hy  r(;r(;r(;nc(;  in  this  .AD. 

(j)  Alternative  Methods  ol'dompliaiice 
lAMOCs) 

(1)  1’h(;  Manager.  .S(;attl(;  Aircrall 
(i(;rlirication  OHice  (.AtX))  l’A,\.  has  tin; 
authority  to  apinovt;  AMOCis  lor  this  AD.  il 
r(;()uest(;d  using  tin;  ])roc(;dur(;s  lound  in  14 
(il-’R  30.10.  In  accordance  with  14  (ih’R  30.10. 
s(;nd  your  r(;(|U(;sl  to  \'our  jirincipal  insp(;clor 
or  local  Might  .Standards  District  OITici;.  as 
ap])ropriat(;.  It  S(;nding  iidormalion  dir(;cllv 
to  the;  nianag(;r  ol  tin;  A(X).  s(;nd  il  to  tin; 
attention  olTlu;  ]M;r.son  idenliti(;d  in  the 
Related  Inlormation  s(;clion  ol  this  AD. 
inlormalion  ma\'  he  (;maih;d  to: 
S(‘(itlI(;-A(X)-A\l()(J-lUuiiii;slN&l(i(i.<‘(>\'. 

(2)  B(;lor(;  using  any  ai)])rov(;d  AMOCi. 
notily  vour  ap])ropriale  princi|)al  insp(;ctor. 
or  lacking  a  principal  insp(;clor.  tin;  manag(;r 
ol  tin;  local  Bight  standards  district  ollici;/ 
certilicate  holding  district  oliicc;. 

(3)  An  AMOCi  that  provid(;s  an  acc(;i)tahl(; 
h;v(;l  orscd(;tv  may  Im;  us(;d  lor  anv  repair 
n;(piir(;d  hy  this  AD  it  il  is  api)rov(;d  hy  the 
Bo(;ing  (X)mnu;rciai  Airplain;s  Organi/.ation 
D(;signalion  Authorization  (ODA)  that  has 
h(;(;n  authorize;!!  hv  the  M;m:ig(;r,  .S(;altl(; 

ACX).  to  niiike;  those;  findings,  for  ii  re;j)iiir 
m(;tho(l  to  he;  appre)ve;el.  the;  re;pinr  must  me;e;t 
the  e;e;rlitie:alie)n  basis  e)f  the;  iiirplain;.  anel  the; 
ii]ipre)Vid  must  s|)e;e:ilie;iilly  re;le;r  te)  this  AD. 

(k)  Kelal(;d  Iiilbrmalion 

(1)  for  meere;  inleermation  aheeui  this  AD. 
e:emtae:l  .Sanih  Pie:e;e)la.  .'\e;re)si)ace;  fngine;(;r. 
(iahin  .Saie;tvanel  f n\’ire)nnn;nliil  .Syste;ms 
Braneli.  ANM-13().S.  fAA.  .Seattle;  Aire;rafl 
(k;rtiiie:atie)n  (lHie;e;.  KiOl  Linel  Ave;nue;  .S\V.. 
Re;nle)n.  \VA  08()37-333();  ])he)ne;:  423-017- 


(>483:  lax;  423-01 7-(i30():  email: 
surah. piccnhMfad.ffn'. 

(2)  for  Be)(;ing  S(;rvi(:e;  inleermalion 
iele;nlilie;(l  in  this  AD,  contact  Be)(;ing 
(X)nmn;re:iid  Airplime;.s.  Alle;nli()n:  Deil.i  i!: 
.S(;rvie;(;s  Mimiige;me;nt.  P.  C).  Box  3707.  Md 
211-()3.  .S(;attl(;,  \VA  08124-2207;  le;l(;phe)n(; 
20()-  .344-30()().  (;xt(;nsie)n  1;  lax  20()-7l)(i- 
31)80;  lnl(;rne;l  blips:// 
wn'w.mvIxxhniifhHfl.coni.  for  {iexxlrich 
S(;rvice;  inlormalie)n  iele;nlilie;(l  in  this  AD. 
e:onlix:t  (looelrie:!)  ('.e)rporalie)n.  Aire:rafl 
lnl(;ri()r  f i()ehn:ls.  ATTN:  Te;chnie:al 
Pid)lie:iitie)ns.  3414  .South  fifth  .Slre;e;l. 
Phe)e;nix.  AZ  83040-1  KiO;  t(;le|)he)in;  002- 
243-2200;  Internet  blip:// 
n  w  iv.f^oodricb.coiu/TacbPiibs.  Ye)u  nniv  ;dso 
re;vie;w  e:()pi(;s  e)f  the;  r(;fe;re;ne:e;el  se;rvie:e; 
infe)rmalie)n  at  the  fAA.  Tran.spe)rt  Airplane; 
Dire;e:le)rate;,  1001  Lind  Ave;nue;  .SW..  R(;nte)n. 
\VA.  fe)r  inforniiition  em  the;  eiveiilahility  e)f 
this  mate;rial  at  the;  fAA.  call  423-227-1221. 

lssue;(l  in  Re;nlon.  VV:ishingle)n,  em  f(;l)ruiiry 
1.2013. 

All  Bahraini, 

Mana^ur,  Transpoii  Airplane  Direclorale, 
AircrafI  (hnUficalion  Service. 

IfK  Hoc.  2(U;i-U28<)(i  fil(;(l  2-7-13;  8:4.')  am! 
BILLING  CODE  4910-13-P 

DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Part  886 

[Docket  No.  FDA-201 3-N-0069] 

Medical  Devices;  Ophthalmic  Devices; 
Classification  of  the  Eyelid  Weight 

agency:  Food  and  Drug  Adniini.slralion, 
lllLS. 

ACTION:  Proposexl  rulo. 

SUMMARY:  Tim  Food  and  Drug 
Admini.stralion  (FDA)  is  proposing  to 
classify  tho  oyolid  weight  into  class  II 
(simcial  controls).  Tin;  eyvolid  weight 
may  be  adhered  to  the  outer  skin  of  the 
njiper  eyelid  (external  eyelid  weight)  or 
implanted  into  the  upper  eyelid 
(imjilantahle  evelid  wenght),  and  is 
intended  for  the  gravity  a.ssi.sted 
treatment  of  lagophthalmos  (incoinjilete 
evelid  closure).  FDA  is  also  giving 
notice  of  its  intent  to  exem|)t  thei 
external  eyelid  wenght  device  from  the 
premarket  notification  reepiirememts  of 
the  Federal  Food,  Drug,  and  (iosnudic 
Act  (FD8:C  Act).  After  considering 
public  comments  on  the  jnojiosed 
classification,  I'dJA  will  publish  a  final 
regulation  classifying  this  device  tyiie. 
DATES:  .Submit  either  electronic  or 
written  comments  by  May  B,  2013.  .See; 
section  IV  of  this  document  feir  the 
jiroposed  eflective  date  of  a  final  ride 
that  may  issue  based  on  this  proposal. 


ADDRESSES:  Yon  may  submit  comments, 
idemtified  by  Doc;ket  No.  FDA-2()13-N- 
OOtiO,  hy  iiny  of  the  following  methods: 

Klectronic  Submissions 

.Submit  electronic  comments  in  the 
following  way: 

•  Vedenil  (:Hul(un(ikin<>  PovUtl:  http:// 
www.reauhitioiis.^ov.  Follow  the 
instructions  for  submitting  comments. 

Written  Submissions 

.Submit  written  submissions  in  the 
following  way: 

•  Mdil/Ikincl  deli\’er\'/(k)uvie.i' (fov 
paper  or  C.D-UOM  sul)ndssi()ns): 

Division  of  Dockets  Management  (HFy\- 
BO.'i),  Food  and  Drug  Administration, 
.'iti.'lO  Fishers  Lane,  rm.  lOBl,  Rockville, 
MD  208.32. 

Instructions:  All  snhmi.ssions  received 
must  include  the  Agency  name  and 
Docket  No.  FDA-2()13-N-()t)09  for  this 
rulemaking.  All  commeaits  received  may 
he  posteel  without  change  to  http:// 
\v\v\v.ret>nlations.ao\',  including  anv 
personal  information  ])rovided.  For 
additional  information  on  submitting 
comments,  see  the  “Comments”  heading 
of  the  SUPPLEMENTARY  INFORMATION 
section  of  this  document. 

Docket:  For  access  to  the  docket  to 
read  background  documents  or 
comments  reiceived,  go  to  http:// 
www’.reenlat ions. nov  i\n(\  insert  the 
docket  number,  found  in  brackets  in  the 
heading  of  this  doenment,  into  the 
".Seairch”  box  and  follow  the  ])re)mpts 
and/or  go  to  the  Division  of  Dockets 
Managemient,  .3()3()  Fishers  Lane.  rm. 
lOBl.  Rockville.  MD  208.32. 

FOR  FURTHER  INFORMATION  CONTACT:  Tina 
Kiang,  Center  for  Devices  and 
Radiological  Healtli,  Food  and  Drug 
Admini.stration,  10903  New  Hampshire 
Ave..  Bldg.  00.  rm.  2414,  .Silver  .Spring, 
MD  20993-0002,  301-790-0800. 

Tina .  Kiang®  fd  a .  hhs.gov. 

SUPPLEMENTARY  INFORMATION: 

I.  Bacikground 

/\.  Strdiitoiy  and  Reguhdory  Authorities 

The  FD&C  Acl  (21  IJ.S.C.  301  et  .see/.), 
as  amended  by  the  Medical  Device 
Amendments  of  1970  (Pub.  L.  94-293), 
the  .Safe  Medical  Devices  Act  of  1990 
(Fill).  1..  101-029),  and  the  l'’ood  and 
Drug  Administration  Modernization  Act 
of  1997  (Pill).  L.  103-113),  among  other 
amendments.  (Lstahlished  a 
comjirehensive  system  for  the  regulation 
of  medical  devices  intended  for  human 
use.  Section  313  of  the  ld3&C  Act  (21 

II. S.C.  300c)  established  three  categories 
(clas.ses)  of  devices,  depending  on  the 
regulatory  controls  needed  to  jirovide 
rea.sonahje  assurance  of  their  safety  and 
effectiveness.  The  three  categories  eif 
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devices  are  class  1  (general  controls), 
class  II  (special  controls),  and  class  111 
(pnanarket  ajiproval). 

Under  .s(!ction  .'>18  of  the  FDt<iC  Act. 
FDA  relers  to  devices  that  wen;  in 
commercial  distrihntion  before  May  28. 
l!)7(i  (the  date  of  enactment  of  the 
Medical  Dtivice  Amendments  of  1978). 
as  “])reamendments  devices.”  FDA 
classifies  these  devices  after  the  Agency 
takes  the  following  steps; 

•  Receives  a  recommendation  from  a 
device  classification  panel  (an  FDA 
advisory  committee): 

•  Publishes  the  panel’s 
recommendation  for  comment,  along 
with  a  i)roposed  regulation  cla.ssifying 
the  devic:e;  and 

•  Publishes  a  final  regulation 
classifying  the  device. 

I’DA  has  classified  most 
preamendments  devices  under  the.se 
procedures. 

A  i)erson  may  markcjt  a 
|)r(!amendments  device  that  has  been 
classified  into  class  Ill  through 
premarket  notification  i)rocedures, 
without  submission  of  a  premarket 
approval  application  until  FDA 
])ul)lishes  a  final  regulation  under 
.section  .'>l.'S(h)  of  the  k'Dl^C  Act  (21 
II.S.C.  8()()e(h))  n!(]uiring  ])remarket 
ajjproval. 

Section  .'>l()(m)  of  the  k’DisC  Act  (21 
U.S.C.  8()()(m))  ])rovides  that  a  class  11 
device  may  he  exem])teil  from  the 
j)remarket  notification  reciuirements 
under  .section  .'51()(k)  of  tlu;  FDtsCi  Act, 
if  the  Agency  determines  that  ])remarket 
notific:ation  is  not  necessary  to  a.ssure 
the  safety  and  effectiveness  of  the 
device.  FDA  has  determined  that 
premarket  notification  is  not  neces.sarv 
to  assun;  the  safety  and  effectiveness  of 
the  external  eyelid  weight. 

B.  Begulatoiy  History  oftlw  Device 

After  the  enactment  of  the  Medical 
D(!vice  Amendments  of  1978.  F’DA 


commenced  to  identify  and  classifv  all 
preamendments  devices,  in  accordance 
with  section  .'ll  8(1))  of  the  F’D^tC  Ac:t.  In 
the  Federal  Register  of  Se])temher  2, 
1987  (.12  FR  8884()).  FDA  classified  a 
total  of  109  generic  types  of  o])hthahnic 
devices.  The  eyelid  weight  was  not 
identified  in  this  initial  effort.  FDA  has 
regulated  eyelid  weights  as  devices 
reciuiring  jaemarket  notification  (.section 
.')l()(k)  of  the  Act).  Eyelid  weights 

currently  on  the  market  have  been 
determined  to  he  snhstantiallv 
ecpiivalent  to  devices  that  were  in 
commercial  distrihntion  prior  to  Mav 
28,1978. 

(Consistent  with  the  FDScC  Act  and  the 
regidations,  FDA  considted  with  the 
Ophthalmic  Devices  Panel  (the  Panel), 
an  FDA  advisory  committee,  regarding 
the  classification  of  this  device  type  on 
)annary  18  and  14,  2000  (Ref.  1). 

II.  Panel  Recommendation 

A.  Identification 

An  eyelid  weight  is  a  prescription 
device  made  of  gold,  tantalum, 
platinum,  iridium,  or  surgical  grade 
stainle.ss  steel  that  is  rectangular  in 
sha])e  and  contoured  to  the  .sha|)e  of  the 
eye.  The  device  is  intended  for  the 
gravity  a.ssisted  treatment  of 
lago])hthalnios  (incomplete  evelid 
closure).  The  external  eyelid  weight  is 
adhered  to  the  outer  skin  of  the  up])er 
eyelid.  The  implantable  evelid  weight  is 
imj)lanted  into  the  upper  eyelid. 

B.  Beconnnended  Classification  of  the 
Panel 

The  Panel  recommended  that  the 
eyellil  weight,  both  external  and 
im])lantal)le.  he  classified  into  class  11. 
The  Panel  also  recommended  that  the 
external  eyelid  weight  he  exempt  from 
premarket  notification  re(iuirements. 
The  Panel  believed  that  class  II 
classification  (with  .s])ecial  controls 
ai)propriate  for  the  external  evelid 


weight  and  special  controls  a])])roi)riate 
for  the  implantable  eyelid  weight) 
would  j)rovide  rea.sonahle  assurance  of 
the  safety  and  effectiveness  of  the 
device. 

C.  Snnnnan'  of  Bensons  To  Sapi)ort  the 
Proposed  Panel  Beconnnendation 

'file  Panel  considered  information 
from  the  scientific  literature  review 
conducted  by  FDA,  FDA’s  extensive 
regulatory  experience  with  the  device 
type,  and  the  Panel  members’  personal 
knowledge  of  and  clinical  experience 
with  the  device  type.  The  Panel  also 
considered  the  long  history  of  .safetv  and 
effectiveness  of  the  device,  both  external 
and  implantable,  over  many  years  of 
clinical  u.se.  The  Panel  recommended 
that  the  eyelid  weight,  external  and 
imiilantahle,  he  classified  into  class  11 
hecan.se  the  Panel  concluded  that 
special  controls,  in  addition  to  general 
controls,  would  provide  reasonable 
assurance  of  the  safety  and  effectiveness 
of  the  device  type,  and  that  there  is 
sufficient  information  to  establish 
special  controls  to  jirovide  such 
assurance  for  both  the  external  and 
implantable  eyelid  weight.  The  Panel 
akso  recommended  that  the  external 
eyelid  weight  he  exempt  from  premarket 
notification  nupiirements,  while  the 
im|)lantal)le  evelid  weight  would  not  he 
exeinjit  from  premarket  notification. 

D.  Bisks  to  Health  and  Special  Controls 

Based  on  the  Panel’s  di.scussion  and 
recommendations  and  FDA’s  experience 
with  the  device,  the  risks  to  health 
associated  with  the  external  eyelid 
weight  and  the  jirojiosed  measures  to 
mitigate  these  risks  are  identified  in 
table  1  of  tills  document;  the  ri.sks  to 
health  associated  with  the  implantable 
eyelid  weight  and  the  projiosed 
measures  to  mitigate  these  risks  are 
identified  in  table  2  of  this  document. 


Table  1— Health  Risks  and  Mitigation  Measures  for  the  External  Eyelid  Weight 


Identified  risk 

Mitigation  measures 

Mild  adverse  tissue  reaction  . 

Magnetic  resonance  (MR)  incompatibility  . 

Temporary  induced  astigmatism  (which  can  result  in  blurred  vision  requiring  glasses)  . 

Ptosis  (droopy  eyelid) . 

Biocompatibility  testing  and  labeling. 
Nonclinical  testing  and  labeling. 
Labeling. 

Labeling. 

Risks  as.sociated  with  the  use  of  the 
external  eyelid  weight  are  related  to  the 
])lacement  of  the  device  and  the 
material  of  which  it  is  composed. 
Biocompatihility  testing  will  mitigate 
the  risk  of  mild  adver.se  tissue  reaction; 
nonclinical  testing  will  mitigate  the  risk 
of  MR  incompatibility:  labeling  will 
mitigate  the  ri.sks  of  mild  adverse  tissue 


reaction,  temjiorary  induced 
a.stigmatism.  and  ptosis,  and 
comnumicate  potential  MR 
inc:ompatibility. 

FDA  believes  that  the  following 
s])ecial  c:ontrols,  in  addition  to  general 
controls,  can  address  the  risks  to  health 
in  table  1  of  this  document  and  provide 
rea.sonahle  a.ssnrance  of  safety  and 


effectiveness  of  the  device:  (1)  Testing 
demonstrating  the  hiocompalihility  of 
the  device;  (2)  and  nonclinical  testing 
evaluating  the  comjiatihility  of  the 
device  in  a  MR  environment.  In 
addition,  under  21  CFR  801. 109,  the 
.sale,  distribution,  and  u.se  of  the  device 
are  restricted  to  pre.scrijition  u.se. 
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Table  2 — Health  Risks  and  Mitigation  Measures  for  the  Implantable  Eyelid  Weight 

Identified  risk 

Mitigation  measures 

Adverse  tissue  reaction  . 

Device  migration  . 

Extrusion  through  the  eyelid  . 

Infection  . 

MR  incompatibility  . 

Induced  astigmatism  (which  can  result  in  blurred  vision  requiring  glasses)  . 

Ptosis . 

Biocompatibility  testing  and  labeling. 

Biocompatibility  testing  and  labeling. 

Biocompatibility  testing  and  labeling. 

Sterility  testing. 

Nonclinical  testing  and  patient  labeling. 

Labeling. 

Labeling. 

Tliere  are  additional  risks  lor  tlu; 
implantable  eyelid  weight,  ndated  to  the 
more  invasive  jiosition  ol  the  device, 
which  include  infection,  device 
migration,  and  extrusion  through  the 
eyelid.  In  addition  to  sj)ecial  controls 
regarding  hiocompatihility  testing  and 
nonclinical  testing  for  MR  compatibility 
and  labeling  special  controls.  FDA  is 
proposing  .special  controls  for  the 
im])lantal)le  eyelid  weight  addressing 
sterility  and  j)atient  labeling. 
Hiocompatihility  t(!sting  will  mitigate; 
the  risk  of  adverse  ti.ssiie  reaction, 
device  migration,  and  extrusion  through 
the  eyelid.  Sterility  te.sting  will  mitigate 
the  risk  of  infection.  Nonclinical  te.sting 
will  mitigate  the  risk  of  MR 
incompatibility.  Patient  labeling  will 
commimicate  pot(;ntial  MR 
incompatibility  or  the  coiulitieens  for 
.safe  use  in  an  MR  environment. 

Libeling  will  mitigate  the  risk  of 
adverse  tissue  reaction,  device 
migration,  extrusion  through  the  eyelid, 
induced  astigmatism,  and  ptosis. 

FDA  believes  that  the  following 
sjiecial  controls,  in  addition  to  general 
controls,  will  addre.ss  the  risks  to  health 
in  table  2  of  this  document  and  provide 
nia.sonahle  a.ssnrance  of  safety  and 
effectiveness  of  the  implantable  eyelid 
weight:  (1)  Te.sting  demonstrating  the 
hiocompatihility  of  the  device:  (2) 
testing  demonstrating  the  .sterilitv  and 
shelf  life  of  the  device:  (3)  nonclinical 
testing  evaluating  the  compatihilitv  of 
the  device  in  an  MR  environment;  and 
(4)  patient  labeling  to  convev 
information  regarding  the  safety  anti 
comjiatihility  of  the  device  in  an  MR 
environment,  the  conditions  under 
which  a  patient  with  the  device  can  he 
safely  scanned,  and  a  mechani.sm  for  a 
healthcare  provider  to  obtain  detaihid 
information  about  MR  safety  and 
coinjiatihility  if  needed,  in  addition, 
under  801.101).  the  sale,  distribution, 
and  use  of  the  device  are  nistricted  to 
|)rescri])tion  use. 

III.  Propo.sed  (ilassilicalion  and  FDA's 
Findings 

To  better  inform  the  Agency’s 
jiroposed  classification  of  the  eyelid 
weight  device  ty])e  as  described  in  this 


propo.sed  rule.  FDA  conducted  a  review 
of  the  literature  that  included  relevant 
scientific  and  medical  information 
pnhii.shed  through  2011  (see 
repre.sentative  articles  in  Refs.  2  through 
20).  FDA  has  received  no  reports  of 
adverse  events  related  to  external  or 
implantable  eyelid  weights.  Ha.sed  u])on 
this  ujidated  review  of  the  literature  and 
I’DA’s  continued  premarket  and 
po.stmarket  exjierience  with  the  device 
type,  FDA  agrees  with  the  Panel's 
recommendation  that  the  (;velid  w(;ight 
he  classified  into  class  II.  FDA  believes 
that  special  controls  for  both  the 
external  and  implantable  eyelid  weight, 
in  addition  to  general  controls,  would 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  d(;vice, 
and  there  is  sufficient  information  to 
establish  special  controls  to  jirovide 
such  assurance.  FDA  also  agreiis  with 
the  Panel's  recommendation  that 
])reinarket  notification  is  not  necessarv 
to  assure  the  .safety  and  effectiveness  of 
the  external  eyelid  weight  and. 
therefore,  the  Agency  is  giving  notice  of 
intent  to  exeinjit  the  extiirnal  eyelid 
weight  device  from  premarket 
notification  requirements. 

IV.  Proposed  Kfl'eclive  Date 

FDA  jiropo.ses  that  any  final 
regulation  based  on  this  proposal 
become  effective  30  days  after  its  date 
of  publication  in  the  Federal  Register. 

Environmental  Impact 

Tin;  Agency  has  determined  under  21 
(iFR  25.34(1))  that  this  action  is  of  a  type 
that  does  not  individuallv  or 
cumulatively  have  a  significant  effect  on 
the  human  environment.  Therefore, 
neither  an  environmental  assessment 
nor  an  environmental  im|)act  statement 
is  recpiired. 

V3.  Analysis  of  Impacts 

A.  Introduction 

FDA  has  examined  the  impacts  of  the 
|)roposed  rule  under  Ex(;c:utive  Order 
12800,  Executive  Order  135()3,  the 
Regulatory  F’lexibility  Act  (5  lI..S.(i. 
001-012),  and  the  llnfunded  Mandates 
Reform  Act  of  lt)95  (Public  Law  104-4). 
Executive  Orders  12800  and  13503 


direct  Agencies  to  a.sse.ss  all  costs  and 
benefits  of  available  regulatory 
alternatives  and,  when  regulation  is 
necessary,  to  select  regulatory 
approaches  that  maximize  net  benefits 
(including  ])otential  economic, 
environmental,  public  health  and  safety, 
and  other  advantages:  di.stributive 
impacts;  and  equity).  The  Agency 
believes  that  this  ])roposed  rule  is  not  a 
significant  regulatory  action  as  defined 
bv  Executive  Order  12800. 

The  Regulatory  Flexibility  Act 
recpiires  Agencies  to  analyze  regulatory 
o])tion.s  that  would  minimize  any 
significant  iin])act  of  a  ride  on  small 
entities.  Because  classifying  these 
devices  as  cla.ss  11  will  relieve 
manufacturers  of  external  eyelid 
weights  of  the  co.st  of  comjilying  with 
the  jiremarket  notification  reciuirements 
of  section  515  of  the  FD^sCi  Ac:t,  and  may 
permit  small  ])otential  competitors  to 
enter  the  market])lace  bv  lowering  costs, 
the  Agency  certifies  that  the  propo.sed 
rule  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities. 

Section  202(a)  of  the  llnfunded 
Mandates  Reform  Act  of  1905  reijuires 
that  Agencies  ])re])are  a  written 
.statement,  whicli  includes  an 
assessment  of  anticipated  costs  and 
benefits,  before  jirojiosing  "any  rule  that 
includes  any  Federal  mandate  that  may 
result  in  the  expenditure  by  State,  local, 
and  tribal  governments,  in  the  aggregate, 
or  by  the  private  .sector,  of  .SIOO.OOO.OOO 
or  more  (adjusted  annually  for  inflation) 
in  any  one  year.”  The  current  threshold 
after  adjustment  for  inflation  is  .$139 
million,  using  the  most  current  (2011) 
Inqilicit  Price  Deflator  for  the  Gro.ss 
Dome.stic  Product.  FDA  does  not  expect 
this  pro])o.sed  rule  to  result  in  any  1- 
year  expenditure  that  would  meet  or 
exceed  this  amount. 

11.  Snnnnan' 

The  jiroposed  rule  would  exempt 
manufacturers  of  external  eyelid 
weights  from  submitting  a  premarket 
notification,  jirovided  they  meet  certain 
.s])ecial  controls.  Manufacturers  of 
implantable  eyelid  weights  would  still 
be  recpiired  to  submit  a  premarket 
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notification  and  meet  certain  special 
controls.  Because  the  ]n'oi)oseci  sj)ecial 
controls  are  similar  to  tho.se  in  place 
currently,  we  do  not  expect  there  to  he 
any  new  costs  to  society.  FDA  has 
concluded  that  maintaining  current 
controls  will  place  no  additional  costs 
on  ])roducers  and  that  meeting  the.se 
s])ecial  controls  ])rovi(les  reasonable 
assurance  that  the  devices  are  safe  and 
effective.  'I’he  s])ecial  controls  an;  not 
expected  to  pose  new  risks,  and  thus 
costs,  to  ])uhlic  health. 

Adopting  the  pro])osed  rule  is 
expected  to  benefit  society  by  removing 
the  co.sts  associated  with  preparing, 
reviewing,  and  resj)on(ling  to  premarket 
notifications  for  manufacturers  of 
external  eyelid  weights.  We  estimate  the 
annual  costs  savings  to  he  ,S3,438.  Over 
20  years,  the  estimated  pre.sent 
discounted  value  of  the  savings  ranges 
from  .$28,740,  at  a  3-percent  di.scount 
rale,  to  .$20,470  at  a  7-percent  di.scount 
rate. 

C.  Pmlimindrv  Udguhiton’  Impact 
Analysis 

1.  Bimefits 

A(loj)ting  the  jirojjosed  ride  would 
exempt  manufacturers  of  external  eyelid 
weights  from  submitting  ])remarket 
notification,  resulting  in  cost  savings 
that  are  a])]iroximately  eipial  to  the 
expen.ses  necessary  to  prepare,  review, 
and  respond  to  jnemarkel  notifications. 
To  calculate  these  ex])ense,s,  we 
multiply  the  average  value  of  resources 
necessarv  to  jnepare,  review,  and 
respond  to  j)remarket  notifications  by 
the  animal  reduction  in  time  spent 
working  on  these  rejjorts  1=  (the  average 
co.st  to  ])re])are,  review,  and  resjiond  to 
a  premarket  notification)  »  (annual 
reduction  in  numher  of  premarket 
notifications  for  external  evelid 
weights)!. 

In  the  jiast  decade.  FDA  has  received 
one  premarket  notification  related  to 
external  eyelid  weights.  The  Agency 
exjiects  this  trend  to  remain  relatively 
.stable  over  time,  and  thus  projects  that 
imjilementing  the  proposed  rule  would 
re.sult  in  an  average  annual  reduction  of 
0.1  ])remarket  notifications  (=  1/10). 

The  average  cost  to  prepare  a 
jiremarket  notification  roughly  ecpials 
ihe  average  number  of  pages  per  report 
multijjlied  by  the  average  co.st  to 
]jrepare  one  ])age.  FDA  reviewers 
indicate  that,  in  the  last  decade  the 
average  premarket  notification  on 
external  eyelid  weights  is  ap])roximately 
01  ])ages  long.  Blozan  and  Tucker  (Ref. 
21)  indicates  that  it  costs  ajjjiroximately 
.$.$()(),  on  average,  to  jjrejiare  a  premarket 
notification  that  is  roughly  24  pages 
long.  This  estimate  indicates  that  the 


average  co.st  to  prepare  one  page  is  .$21 
(=  .$.'500/24).  Updated  to  2011  dollars, 
per  page  costs  roughly  eijual  .$37.78 
(Ref.  22).  (hven  these  measures,  we 
e.stimate  the  average  cost  to  prepare  a 
premarket  notification  is  ajiproximatelv 
.$3,438  (=  01  $37.78). 

The  average  cost  to  review  one 
])remarket  notification  was 
approximately  $13,400  in  2004  (Ref.  23). 
U|)date(l  to  2001  dollars,  this  co.st 
roughly  equals  $15,00.')  j)er  premarket 
notification.  Finally,  most  respon.ses  to 
premarket  notifications  are  5  pages  long. 
Given  that  the  co.st  to  prejiare  one  jjage 
is  roughly  $37.78,  we  e.stimate  that  the 
average  co.st  to  res])ond  to  a  premarket 
notification  roughlv  eiiuals  .$180  (=  5  * 
$37.78). 

2.  .Summary  and  Discussion 

The  proposed  rule  is  expected  to 
provide  modest  cost  .savings  to  .societv. 
\Ve  estimate  that  implementing  the 
projjosed  rule  is  expected  to  re.sult  in  an 
average  annual  co.st  savings  eipial  to 
$1032  (=  jO.l  rei)ort.s  per  vearj  .  |.$3438 
-I-  $1 5.(505  -I-  $1801).  Over '20  years,  the 
estimated  jire.sent  value  of  the  savings  is 
.$28,74(5,  at  a  3-percent  discount  rate, 
and  .$2().47(),  at  a  7-percent  di.scount 
rate. 

D.  licgalatorv  Ficxihiliiv  Analysis 
The  Regnlatorv  Flexibility  Act 
reiiuires  Agencies  to  prejiare  a 
regulatory  flexibility  analysis  if  a 
jiroposed  rule  would  have  a  significant 
effect  on  a  substantial  numher  of  small 
husine.sses,  non-])rofit  organizations, 
local  jurisdictions,  or  other  entities.  The 
])ro])osed  rule  would  exemjit 
manufacturers  of  external  eyeliil 
weights  from  submitting  a  premarket 
notification.  We  expect  this  exemption 
to  modestly  reduce  costs  associated 
with  gaining  premarket  a|)proval,  and 
thus  certify  that  the  proposed  rule 
would  not  significantly  affect  a 
substantial  numher  of  small  businesses, 
non-])rofit  organizations,  local 
jurisdictions,  or  other  entities. 

VII.  Paperwork  Reduction  Act  of  1995 

This  proposed  rule  establishes  special 
controls  that  refer  to  current Iv  apjiroved 
collections  of  information  found  in 
other  F'DA  regulations.  These 
collections  of  information  are  subject  to 
review  by  the  Office  of  Management  and 
Budget  (()MB)  under  the  Paperwork 
Reduction  Act  of  1995  (44  l)..S.C].  3501  — 
3520).  The  collections  of  information  in 
21  GFR  part  807,  .suh})art  E,  have  been 
aj)proved  under  OMB  control  numher 
0910-01 20;  the  collections  of 
information  in  21  GFR  part  801  have 
been  approved  under  ()MB  control 
number  091 0-0485. 


VIII.  Goinments 

Interested  persons  may  submit  either 
electronic  comments  regarding  this 
document  to  http:/ /w’ww.rcgnlat ions. p^oy 
or  written  comments  to  the  Division  of 
Dockets  Management  (see  ADDRESSES).  It 
is  only  necessary  to  .send  one  set  of 
comments.  Identify  comments  with  the 
docket  numher  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  he  seen  in  the  Division 
of  Dockets  Management  between  9  a.m. 
and  4  ]).m..  Monday  through  Friday,  and 
will  he  posted  to  the  docket  at  httj):// 
\y\y\y.i'cgnlalions.goy. 
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List  of  Subjects  in  21  (;FR  Part  BBti 

Medical  devices.  Ojilithalinic  goods 
and  .services. 

'I’lierefore,  under  the  Federal  Food. 
Drug,  and  Uosinetic  Act  and  nnde;r 
anthoi  ity  delegated  to  the  Commissioner 
of  h'ood  and  Drugs,  it  is  propexsed  that 
21  CFR  ])art  888  he  amended  as  follows: 

PART  886— OPHTHALMIC  DEVICES 

■  1 . 'The  authority  citation  for  21  CFR 
jiart  88()  continues  to  read  as  follows: 

Authorily:  21  ll..S.(;.  3.31. 300,  30()e;.  3()()e;, 
300j,  371. 

■  2.  .Seeitiem  888. .3700  is  addeel  to 
.sul)])art  F  to  read  as  follows: 

§886.5700  Eyelid  weight. 

(a)  hlenlificdfion.  An  eveliel  weight  is 
;i  prescription  device  m;ide  of  gold, 
tantiilum.  j)latinnm.  iridium,  or  surgical 
grade  stainle.ss  steel  that  is  rectangular 
in  shajn;  <md  contoured  to  the  sha|)e  of 
the  eye.  The  device  is  intended  for  the 
gravity  a.ssisted  treatment  of 
lagophthalmos  (incomplete  eyelid 
closure). 

(1)  The  external  eyelid  weight  is 
adhered  to  the  outer  skin  of  the  upper 
eyelid. 

(2)  The  implantable  eyelid  weight  is 
implanted  into  the  uiiper  eyelid. 

(I))  CAassificdiion.  (^1)  Class  11  (special 
controls)  for  the  external  evelid  weight. 
The  external  eyelid  weight  is  exemjit 
fi’om  the  premarket  notification 
procedures  in  suhpai  t  E  of  part  807  of 
this  chapter  subject  to  the  limitations  in 
§  888.9.  The  special  controls  for  the 
external  eyelid  weight  are: 

(i)  Testing  demonstiating  the 
hiocom])atii)ility  of  the  device: 

(ii)  Nonclinical  testing  evaluating  the 
compatibility  of  the  device  in  a 
magnetic  i'esonanc:e  (MR)  envii'onment: 

(iii)  Eaheling  to  include  ail 
information  iiujuiied  for  the  safe  and 
effective  use  of  the  device  as  outlined  in 
§  801  .l()n(c)  of  this  chapter,  including 
specific  instructions  regai'ding  the 
jnojier  placement,  sizing,  and  lemoval 
of  the  device:  and 


(2)  Class  11  (special  contiols)  for  the 
implantable  eyelid  wtnght.  The  special 
controls  for  the  implantable  evelid 
weight  are: 

(i)  Testing  demonstrating  the 
l)iocom|)atil)ility  of  the  device: 

(ii)  Testing  demonsti'ating  the  sterility 
and  shelf  life  of  tin;  device; 

(iii)  Nonclinical  testing  evaluating  the 
comiiatihility  of  the  device  in  an  MR 
envii'onment. 

(iv)  Patient  labeling  to  convey 
information  regarding  the  safety  and 
compatibility  of  the  device  in  an  MR 
environment,  the  conditions  under 
which  a  patient  with  the  device  can  he 
.safely  .scanned,  and  a  mechanism  for  a 
healthcare  provider  to  obtain  detailed 
information  about  MR  safety  and 
com])atihility  if  needed. 

Dal(;il:  T’ehruary  1. 2013. 

Leslie  Kux, 

Assistant  (Jommissioner  for  Policy. 
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DEPARTMENT  OF  JUSTICE 
Bureau  of  Prisons 

28  CFR  Part  571 
[BOP-1 090-P] 

RIN  1120-AA85 

Designation  of  Offenses 

AGENCY:  F(;deral  Bureau  of  Prisons, 
Department  of  justice. 

ACTION:  ProjKised  rule. 

SUMMARY:  The  Bureau  of  Prisons 
(Bureau)  proposes  to  remove  rules 
which  designate  various  offen.ses  as 
sexual  offenses  for  purposes  of  IJ.S. 
Code  because  that  jirovision.  which 
nece.ssitated  regulations,  has  been 
n.'jiealed  in  relevant  part. 

DATES:  Comments  are  due  hv  April  9, 
2018. 

FOR  FURTHER  INFORMATION  CONTACT: 

.Sarah  Qureshi,  Office  of  General 
Counsel,  Bureau  of  Prisons,  jihone  (202) 
807-2105. 

SUPPLEMENTARY  INFORMATION: 

Posting  of  Public  (Comments 

Please  note  that  all  comments 
received  are  considered  jiart  of  the 
public  record  and  made  available  for 
public  ins])ection  online  at 
www.rcguhdion.s.gov.  .Such  information 
includes  ])er.sonal  identifying 
information  (such  as  your  name, 
address,  etc.)  voluntarily  submitted  by 
the  commenter. 

If  you  want  to  submit  per.sonal 
identifying  information  (such  as  your 
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iianio,  address,  etc.)  as  part  of  your 
comuKuit.  but  do  not  want  it  to  be 
|)osted  online,  von  must  include  the 
phra.s(!  “PERS()NAL  IDENTIFYING 
INFORMATION”  in  the  first  paragraph 
of  yonr  comment.  You  must  al.so  locate 
all  the  personal  identifying  information 
yon  do  not  want  ])osted  online  in  the 
first  paragra])h  of  your  comment  and 
identify  what  information  yon  want 
redacted. 

If  yon  want  to  submit  confidential 
business  information  as  jjart  of  \a)ur 
comment  hut  do  not  want  it  to  he  posted 
online,  von  must  include  the  ])hrase 
“CONFIDENTIAL  BUSINESS 
INFORMATION”  in  the  first  paragraph 
of  your  comment.  You  must  also 
prominently  identify  confidential 
business  information  to  he  redacted 
within  the  comment.  If  a  comment 
contains  so  much  confidential  husine.ss 
information  that  it  cannot  he  effectively 
redacted,  all  or  part  of  that  t:omment 
may  not  he  posted  on 
WWW. I'HguUit  ions. gov. 

Personal  identifying  information 
identified  and  located  as  set  forth  above 
will  he  ])laced  in  the  agency’s  public 
docket  file,  hut  not  posted  oidine. 
(ionfidential  husine.ss  information 
identified  and  located  as  scd  forth  above 
will  not  he  placcul  in  the  public  docket 
file.  If  you  wish  to  insj)ect  the  agency's 
])nhlic  docket  file  in  person  by 
ajjpointment,  jdease  see  the  “F’or 
Additional  Information”  ])aragra])h. 

Proposed  Rule 

The  Bureau  proposes  to  remove  rules 
which  designate  various  offen.ses  as 
.sexual  offenses  for  purposes  of  18  U.S.C. 
4042(c)  because  that  provision,  wiiich 
nece.ssitated  regulations,  has  been 
repealed  in  relevant  ])art.  The  Bureau 
published  an  interim  rule  on  this 
subject  on  December  10,  1998  (03  FR 
09380)  (1998  interim  ride).  When  this 
propo.sed  rule  is  finalized,  it  will  re.sidt 
in  the  retraction/deletion  of  the  1998 
interim  rule. 

Previously,  section  4042(c)  of  Title  18, 
United  States  Code,  effective  November 
2(),  1998,  provided  for  notification  of 
sex  offender  release  and  certain  related 
functions  to  facilitate  effective  sex 
offender  registration  and  tracking. 
Notifications  were  reiiuired  to  be  made 
for  ])er.sons  convicted  of  the  federal 
offenses  noted  in  subsection  (c)(4)(A) 
through  (D).  Suh.section  (c)(4)(E) 
authorized  the  Attorn(;y  General  to 
designate  other  offenses  as  sexual 
offenses  for  purjioses  of  subsection  (c). 
The  Attorney  General  delegated  this 
authority  to  the  Director  of  the  Bureau 
of  Prisons.  (.See  83  FR  89388.  December 
18.  1998.) 


The  1998  interim  rule  designatiul 
adilitional  offenses  which  are  to  he 
considered  .siixnal  offen.ses  for  jmrjioses 
of  18  U.S.G.  4()42(c).  The.si;  additional 
designations,  listed  in  current  §.'>71.72, 
include  state  sexual  offenses.  District  of 
Gohnnhia  Gode  .sexual  offen.ses,  and 
certain  Uniform  (iode  of  Military  justice 
offenses. 

The  current  regulations,  therefon;, 
were  specifically  promulgatiul  in 
accordance  with  language  in 
§4()42(c)(4)(E)  providing  that  offen.ses  in 
addition  to  those  specifically 
enumerated  at  4()42(c)(4)(A)-(D)  may  he 
“designated  by  the  Attorney  General  as 
a  sexual  offense  for  the  purpo.ses  of  this 
subsection.” 

However,  18  U.S.G.  4()42(c)(4)  was 
repealed  by  the  .Sex  Offender 
Registration  and  Notification  Act 
(SC)RNA),  which  is  Title  1  of  the  Adam 
Waksh  Ghild  Protection  and  Safetv  Act 
of  2008  (Pub.  L.  109-248).  Because  the 
revi.sed  18  U..S.(i.  4042(c)  niijuires 
release  notice  for  jiersons  reiiuired  to 
regi.ster  under  .SORNA,  the  Bureau  no 
longer  needs  to  separately  designate 
sexual  offenses  in  addition  to  those  set 
forth  by  the  statute.  The  offen.ses 
previously  li.stiul  in  the  regulation  are 
generally  incorporated  in  .SORNA’s 
comprehensive  list  of  covered  offen.ses. 
thereby  rendering  the  Bureau's  current 
regulations  in  snhpart  II  of  28G,FR  part 
.'571  unnece.ssarv.  We  therefore  now 
])ropo.se  to  remove  and  reserve  28  (iFR 
part  .'571 .  subpart  1 1. 

Executive  Order  12888 

This  regulation  has  biuai  drafted  and 
reviewed  in  accordance  with  Executive 
Order  12888.  “Regulatory  Planning  and 
Review”,  .section  1(h),  Principles  of 
Regulation.  The  Director,  Bureau  of 
Prisons  has  determined  that  this  rule  is 
not  a  “significant  regulatory  action” 
under  Execaitive  Order  12888,  .section 
3(f),  and  accordingly  this  rule  has  not 
been  reviewed  by  the  Office  of 
Management  and  Budget. 

Executive  Order  13132 

This  regulation  will  not  have 
substantial  direct  effects  on  the  .States, 
on  the  relationship  between  the  national 
government  and  the  States,  or  on 
distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government.  Under  Executive 
Order  13132,  this  rule  does  not  have 
sufficient  federalism  im])lication.s  for 
which  we  would  prepare  a  F'ederali.sm 
As.sessment. 

Regulatory  Flexibility  Act 

The  Director  of  the  Bureau  of  Prisons, 
under  the  Regulatory  Flexibility  Act  (.'5 
U..S.G.  8().'5(h)),  reviewed  this  regulation. 


By  ap|)roving  it.  the  Director  certifies 
that  it  will  not  have  a  significant 
economic  impact  upon  a  substantial 
number  of  small  entities  because:  this 
rule  is  about  the  correctional 
management  of  offenders  committed  to 
the  cu.stody  of  the  Attorney  General  or 
the  Director  of  the  Bureau  of  Prisons, 
and  its  economic  impact  is  limited  to 
the  Bureau’s  a|)])ropriated  funds. 

Unfunded  Mandates  Reform  Act  of 
199.'5 

This  rule  will  not  cause  .State,  local 
and  tribal  governments,  or  the  private 
sector,  to  s])end  .Sl()().()()0,()()()  or  more  in 
any  one  year,  and  it  will  not 
significantly  or  uniquely  affect  small 
governments.  We  do  not  need  to  take 
action  under  the  Unfunded  Mandates 
Reform  Act  of  199.'5. 

.Small  Business  Regulatory  Enforcement 
Fairness  Act  of  1998 

This  rule  is  not  a  major  rule  as 
defined  by  §804  of  the  .Small  Business 
Regulatory  Enforcement  Fairness  Act  of 
1998.  This  rule  will  not  result  in  an 
annual  effect  on  the  ei:onomy  of 
.$1  ()().()()().()()()  or  more:  a  major  increase 
in  co.sts  or  jirices;  or  significant  adverse! 
effects  on  competition,  emplovment. 
inve.stment,  prodnetivitv.  innovation,  or 
on  the  ability  of  United  .State.s-hased 
companies  to  compete  with  foreign- 
based  companies  in  dome.stic  and 
export  markets. 

List  of  Subjects  in  28  (iFR  Part  .'571 
Prisoners. 

(iluirles  K.  Siimuels.  )i'.. 

Director.  Bureau  of  Prisons. 

Under  rulemaking  authority  ve.sted  in 
the  Attorney  General  in  ."I  U.S.G.  301;  28 
U..S.(].  .'599.  .'518  and  delegated  to  the 
Director.  Bureau  of  Prisons  in  28  GFR 
§0.98,  we  jiropo.se  to  amend  28  GFR 
part  .'571  as  set  forth  below. 

SUBCHAPTER  D— COMMUNITY 
PROGRAMS  AND  RELEASE 

PART  571— RELEASE  FROM 
CUSTODY 

■  1 .  rhe  authority  citation  for  Part  .'571 
continues  to  read  as  follows: 

Authority:  .1  lI..S.Ci.  301:  18  ll..S.(;.  3.10.'). 
3.508-3.')0!)  (K{:])(!ali!(l  in  |)arl  as  to  olicnsiis 
conimilloi)  on  or  after  Noveinlier  1.  1987). 
3.'582.  3021.  3022.  3024.  4001. 4042.  4081. 
4082  (Ko|)eal(!<l  in  part  as  to  olfenses 
coininitled  on  or  alter  Noveinlier  1.  1987). 
4101-4100  and  4201-4218  (Ke|)(!aled  as  to 
olTiinses  coininitled  on  or  alter  November  1. 
1987),  .'5000- .'5024  (Repealed  October  12.  1984 
as  to  offenses  i;oininitted  after  that  dati;). 
.'5031-5042:  28  l)..S.C;.  .509.  510:  IJ..S.  Const.. 
Art.  II.  .Sec.  2:  28  Cl  R  0.95-0.99.  1.1-1.10. 
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Subpart  H  [Removed  and  Reserved] 

■  2.  Subparl  H.  Designation  of  Offen.ses 
for  Purpo.ses  of  18  II.S.C.  4()42({:)  is 
removed  and  rt'scii  ved. 

H'R  Dim:.  :'()i:i-0:i7(ir>  I'iliul  2-7-13;  <ini| 
BILLING  CODE  4410-05-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  52 

[EPA-R03-OAR-201 3-001 3;  FRL-9777-6] 

Approval  and  Promulgation  of  Air 
Quality  Implementation  Plans; 
Maryland;  Removal  of  the  Mount  Saint 
Mary’s  College  1979  Consent  Order 

agency:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Propo.sed  rule. 

SUMMARY:  EPA  propo.ses  to  approve  the 
State  Implementation  Plan  (SIP) 
revision  submitted  l)y  the  State  of 
Maryland  Deijartment  of  the 
Environment  (MDE)  for  th(^  purpose  of 
removing  Mount  Saint  Marv’s  College 
l‘)7‘)  (Consent  Order  from  the  Maryland 
SIP.  In  the  Final  Rules  section  of  this 
Federal  Register.  EPA  is  apj)roving  the 
State's  SIP  submittal  as  a  direct  final 
rule  without  prior  proposal  because 
EPA  views  this  as  a  nonc;ontrov(!rsial 
submittal  and  anticipates  no  adver.se 
comments.  A  detailed  rationale  for  the 
approval  is  set  forth  in  tlu;  diriici  final 
rule.  If  no  adverse  comments  are 
receivcul  in  respon.se  to  this  rulemaking 
action,  no  further  activity  is 
contemplated.  If  EPA  receives  atlverse 
comments,  the  dirijct  final  rul(!  will  he 
withdrawn  and  all  public  comments 
received  will  he  addressed  in  a 
suh.secpient  final  rule  based  on  this 
proi)os(*d  rule.  EPA  will  not  institute  a 
second  comment  period.  Any  ))arties 
interested  in  commenting  on  this 
rulemaking  action  should  do  so  at  this 
time. 

DATES:  {Comments  mu.st  he  received  in 
writing  by  March  11,  2013. 

ADDRESSES:  Submit  your  comments, 
identified  by  Docket  ID  Number  EPA— 
R()3-OAR-2()13-0()13  by  one  of  the 
following  methods: 

A.  \\'\\  i\'.iv<’ul(itions.}>()v.  Follow  the 
on-line  instructions  for  suhmitting 
comments. 

H.  Einnil:  m(istr().(ionn(i@(^p(i.gov. 

C:.  EPA-K03-()AR-2()1,3-()()13. 

Donna  Mastro.  Acting  A.ssociate 
Director.  Air  Protection  Division. 
Mailcode  3AP3().  IJ.S.  Environmental 
Protection  Agency.  Region  III.  lO.'iO 
Arch  Street.  Philadelphia,  Pennsylvania 
19103. 


D.  Hand  IJnlivary:  A\  the  previously- 
listed  EPA  Region  111  address.  Such 
deliveries  are  only  acce|)ted  during  the 
Docket’s  normal  hours  of  operation,  and 
spec:ial  arrangements  should  he  made 
for  deliveries  of  boxed  information. 

Instructions:  Direct  vour  comments  to 
Docket  ID  No.  1-;PA-R63-OAR-2013- 
0013.  EPA's  policy  is  that  all  comments 
received  will  he  included  in  the  public 
docket  without  change,  and  may  he 
made  available  oidine  at 
\\’\\'\v.rc}’nIntions.<>ov,  including  anv 
personal  information  provided,  unless 
the  comment  includes  information 
claimed  to  he  (ioididential  Business 
Information  (CBI)  or  other  information 
whose  disclosure  is  re.stricted  by  statute. 
Do  not  submit  information  that  you 
consider  to  he  (331  or  otherwise 
protected  through  www.rcgnint ions. gov 
or  mnail.  The  www. rcgnintions. gov  W’oh 
site  is  an  “anonymous  access”  .system, 
which  means  EPA  will  not  know  vour 
idiaitity  or  contact  information  unless 
you  provide  it  in  the  body  of  your 
conmumt.  If  you  send  an  email 
comment  directly  to  EPA  without  going 
through  \v\v. rcgnIntions.gov,  your  email 
address  will  he  automaticallv  captured 
and  included  as  part  of  the  comment 
that  is  placed  in  the  public  docket  and 
made  available  on  the  Internet.  If  vou 
submit  an  (ihictronic  comment,  EPA 
recommends  that  you  include  vour 
name  and  other  contact  information  in 
the  hodv  of  vour  comment  and  with  anv 
di.sk  or  CD-ROM  you  .submit.  If  EPA 
cannot  read  your  comment  due  to 
tei;hnical  difficulties  and  cannot  contact 
you  for  clarification,  EPA  mav  not  he 
able  to  consider  your  comment. 
Electronic  files  should  avoid  the  use  of 
s])(!cial  characters,  any  form  of 
encryption,  and  he  free  of  any  defects  or 
viruses. 

Docket:  All  documents  in  the 
electronic  docket  are  listed  in  the 
WWW. regulations. gov  index.  Although 
listed  in  the  index,  some  information  is 
not  ])uhlicly  available,  i.e.,  (3BI  or  other 
information  whose  di.sclosure  is 
re.stricted  by  statute.  Cmtain  other 
material,  such  as  co])yrighted  material, 
is  not  placed  on  the  Internet  and  will  he 
l)uhlicly  available  only  in  hard  co])v 
form.  Publicly  available  docket 
matia  ials  are  available  (!ith(!r 
electronically  in  www.regnlations.gov  or 
in  hard  coj)y  during  normal  business 
hours  at  the  Air  Protection  Division, 

IJ..S.  Environmental  Protection  Agency. 
Region  III,  Ki.'iO  Arch  .Street. 
Philadel])hia,  Pennsylvania  19103. 
(',oj)ies  of  the  .State  submittal  are 
available!  at  the  Maryland  Diipartment  of 
the  Environment,  1800  Washington 
Boulevard,  Suite  70.'j.  Baltimore. 
Maryland  21230. 


FOR  FURTHER  INFORMATION  CONTACT: 

Maria  Pino,  Air  Protection  Division, 
Projt!Ct  officer.  (21.'j)  814-2181,  or  hy 
(iinail  at  pino.maria@epa.gov. 
SUPPLEMENTARY  INFORMATION:  For 
further  information,  please  .see  the 
information  provided  in  the  direct  final 
action,  with  the  same  title,  that  is 
located  in  the  "Rules  and  Reigulations” 
.section  of  this  Federal  Register 
publication. 

Ilaliul:  lamiai'V  2,^.  2013. 

W.C.  Early. 

Acting  Uegional  Administrntar.  Itcgian  III. 
IKK  Doc.  2()13-()2K14  Filed  2-7-13;  K;4,S  am] 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

[Docket:  CDC-201 2-0010] 

42  CFR  Part  73 

Influenza  Viruses  Containing  the 
Hemagglutinin  From  the  Goose/ 
Guangdong/1 /96  Lineage 

AGENCY:  Centers  for  Di.sease  Control  and 
Prevention  (CDC),  Department  of  Health 
and  Human  .Services  (HITS). 

ACTION:  Reipiest  for  information; 
riiopening  of  comment  jieriod. 

SUMMARY:  With  this  notice,  the  (Centers 
for  Di.sease  (Control  and  Prevention 
((3X;],  located  within  the  Department  of 
Health  and  Human  .Services  (HHS) 
announces  the  re-ojiening  of  a  jiublic 
comment  period  for  a  nxpiest  for 
information  and  comment  publislnxl  on 
October  17.  2012.  The  r(!(]uest  for 
information  sought  information  and 
comments  from  the  jniblic  regarding 
whether  highly  pathogenic  avian 
inflnenza  (HPAI)  H.'lNl  viruses  that 
contain  a  hemagglutinin  (HA)  from  the 
Coose/Cuangdong/l/9()  lineage,  and 
their  ])otential  to  jiose  a  severe  threat  to 
public  health  and  safety.  The  comment 
period  closed  on  December  17,  2012. 

\Ve  are  reojiening  the  comment  period 
to  allow  interested  ])er.sons  additional 
time  to  jnejiare  and  submit  comments. 
DATES:  Written  or  electronic  comments 
mu.st  be  received  on  or  before  March  11, 
2013. 

ADDRESSES:  You  mav  submit  comments, 
identified  by  Docket  Number  HDCl- 
2012-0010,  by  any  of  the  following 
methods 

•  Federal  elinleinaking  Portal:  http:// 
www.regnlations.gov.  Follow  the 
instructions  for  submitting  comments. 

•  Mail:  Centers  for  Di.sease  Control 
and  Prevention,  .Select  Agent  Program, 
1000  Clifton  Road  NE.,  Mailstop  A^O, 
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Atlanta,  Georgia  30333,  ATTN:  Docket 
No.  GDC-2()12-0()10. 

Insiructions:  All  submi.ssions  r(!ceived 
inu.st  iiu;hide  the  agency  name  and  KIN 
lor  this  rulemaking.  All  relevant 
comments  received  will  he  posted 
without  change  to  hilp:// 
\v\\'\v.iv<>iihitions.^ov,  including  any 
personal  inibrmation  ])rovi(le(l. 

Dockiit  Acci^ss:  For  access  to  the 
docket  to  read  hackgrouml  documents 
or  comments  recciived  or  to  download 
an  electronic  version  oi  the  NPRM.  go 
to  hit p://\v\v\v. wgiihit ions. 

Gomments  will  !)(•  available  for  public 
inspection  Monday  through  F’riday, 
except  for  legal  holidays,  from  9  a.m. 
until  3  ]).m.  at  KiOO  Glifton  Road  NE., 
Atlanta.  GA,  30333.  Please  call  ahead  to 
l-8(i(i-694-48()7  and  ask  for  a 
rejji’esentative  in  the  Division  of  Select 
Agents  and  Toxins  to  schedule  your 


visit.  Our  general  policv  for  comments 
and  other  submissions  from  members  of 
the  public  is  to  make  these  submissions 
available  for  public  viewing  on  the 
Internet  as  they  an;  received  and 
without  change. 

FOR  FURTHER  INFORMATION  CONTACT: 
Rohhin  VVeyant.  Director.  Division  of 
Select  Agents  and  Toxins,  (Centers  for 
Di.sease  G.ontrol  and  Prevention,  KiOO 
(difton  Road  NE.,  M.S  A-4(i,  Atlanta. 
Georgia  30333.  Telephone:  (404)  718- 
2000. 

SUPPLEMENTARY  INFORMATION:  On 
October  17,  2012,  the  (Centers  for 
Disease  G.ontrol  and  Prevention(GDG.), 
loc.ated  within  the  Department  of  Health 
and  Human  Services  (HHS)  published  a 
request  for  information  and  comment  in 
the  Federal  Register  (77  FR  03783)  to 
obtain  information  and  comments  from 


the  public  to  (piestions  concerning 
highly  pathogenic  avian  influenza 
(HPAI)  H.3N1  viruses  that  contain  a 
hemagglutinin  (HA)  from  the  Gioose/ 
Guangdong/1 /90  lineage,  and  their 
potential  to  pose  a  severe  threat  to 
j)ul)lic  health  and  .safety.  The  comment 
|)eriod  closed  on  D(!cemher  17,  2012. 

We  have  re-opened  the  comment  period 
to  allow  interested  persons  additional 
lime  to  prepare  and  submit  comments. 
We  will  also  a{:cept  comments  received 
between  December  18.  2012  (the  day 
after  the  close  of  the  original  c:omment 
period)  and  the  date  of  this  notice. 

Dated:  February  4,  2013. 

Kathleen  Sehelius. 

Sacn^hiry. 

|FK  Ooe.  2()1:j-02828  Filed  2-7-i:i:  8:4.')  am) 
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This  section  of  the  FEDERAL  REGISTER 
contains  documents  other  than  rules  or 
proposed  rules  that  are  applicable  to  the 
public.  Notices  of  hearings  and  investigations, 
committee  meetings,  agency  decisions  and 
rulings,  delegations  of  authority,  filing  of 
petitions  and  applications  and  agency 
statements  of  organization  and  functions  are 
examples  of  documents  appearing  in  this 
section. 


DEPARTMENT  OF  AGRICULTURE 

Submission  for  0MB  Review; 

Comment  Request 

I'lihruarv  4.  2013. 

The  Department  of  Agriculture  has 
suhmitteri  the  following  iuforuiatiou 
collection  reqnireinent(s)  to  OMB  for 
nn’iew  ami  clearance  under  the 
Paperwork  Reduction  Act  of  lOft.'j. 

Public  Law  104-1 3.  (’.omments 
nrgarding  (a)  wlndher  the  collection  of 
information  is  necessarv  for  the  propm' 
pcii  formance  of  the  functions  of  the 
agency,  including  whether  the 
information  will  have  i)ractical  ntilitv: 

(h)  the  accuracy  of  the  agency's  estimate 
of  burden  including  the  validity  of  the 
methodology  and  assumptions  used;  (c) 
ways  to  enliance  the  rpiality.  utility  and 
clarity  of  the  information  to  he 
collected:  (d)  wavs  to  minimize  the 
burden  of  the  collection  of  information 
on  thos(!  who  are  to  resjrond,  including 
through  the  use  of  appro])riate 
automated,  electronic,  mechanical,  or 
other  tet;hnological  collection 
techniques  or  other  forms  of  information 
technology  should  he  addressed  to;  Desk 
Officer  for  Agricultnri!.  Office  of 
Information  and  Regulatory  Affairs. 
Office  of  Manageimmt  and  Budget 
(OMB). 

()mA_Sulmiission@()MB.EOP.  (X)\ '  or 
fax  (202)  29.'j-58()0  and  to  Departmental 
Clearance  Office.  IJSDA.  OCIO,  Mail 
Stop  7()02.  Washington.  DC  202.'j0- 
7002.  Comments  regarding  these 
iiddrmation  collections  are  best  assured 
of  having  their  full  effect  if  received 
within  .'It)  days  of  this  notification. 
Cojjies  of  the  .snhmission(s)  inav  he 
obtained  by  calling  (202)  720-8081. 

An  agency  may  not  conduct  or 
sponsor  a  collection  of  information 
unhiss  the  colhu.tion  of  information 
disj)lays  a  currently  valid  OMB  control 
nnmhiir  and  the  agency  informs 
potential  persons  who  are  to  resjiond  to 
the  colh.'ction  of  information  that  such 
p(!rsons  are  not  required  to  respond  to 
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tlu!  collection  of  information  unless  it 
dis])lays  a  curnmtly  valid  OMB  control 
nnmh(;r. 

Rural  Business-Cooperative  Service 

Renewable  Rmagy  Systems  and 
Energy  Efficiency  Imj)rovements  under 
the  Rural  Energy  for  America  Program. 

OMB  Control  Numhor:  ().')7()-0().'>(). 

Siiinnniiv  of  Collodion:  This  program 
is  authorized  under  the  Food. 
Conservation,  and  Eimigy  Act  of  2008 
(Act)  that  estahlisluKl  the  Rural  Energy 
for  America  Program  (REAP)  under  Title 
IX.  Section  0007.  The  Act  requires  the 
Secretary  of  Agric;nltnre  to  provide 
grants  and/or  guaranteed  loans  for 
several  types  of  ])roj(;cts.  including 
grants,  loan  guarantees,  and  grants  and 
loan  guarantees  (comhiiKid  funding)  to 
agricultural  producers  and  rural  small 
husiiuisses  to  ])urchase  renewable 
emagv  svstems  and  make  energv 
efficiencv  im|)rovements.  REAP  is 
designed  to  help  agricultural  j)roduc(!rs 
and  rural  small  business  reduce  energy 
cost  and  consum])tion,  develop  new 
income  .str(*ams.  and  hel|)  imud  the 
nation’s  critical  energy  needs. 

Ap))licanls  wishing  to  ap]dy  for  the 
grant  or  guaranteed  loans  will  have  to 
submit  a])])lications  along  with 
specifiiul  documents  to  the  State  Rural 
Energy  Coordinator. 

Nood  and  IJso  of  tha  Information:  RBS 
will  use  the  collected  information  to 
determine  applicant  eligibility,  to 
determine  project  eligibility  and 
feasibility,  ensure  coinjiliance  with 
ajiplicahle  regulations,  and  to  ensure 
that  grantees/horrowers  ojierate  on  a 
sound  basis  and  use  funds  for 
authorized  jmrpo.ses.  Without  this 
collection  of  information  RBS  would  he 
unable  to  meet  the  recpurements  of  the 
Act  and  effectively  admini.st(ir  the 
program. 

Doscription  of  Bospondonts:  FariiKirs. 
Ranchers,  and  Bnsine.ss  or  other  for- 
profit. 

Nainhar  of  Baspondants:  3.884. 

h'lvqnancy  of  Basponsas:  Annual ly. 

'I'otal  Bnrdan  Honrs:  311). 184. 

Charlene  Parker, 

D(‘p(irlnu!iil(il  InfoniKitian  Cotloction 
donrancc  ( ffficor. 

|1-'K  Doc.  2()i;i-()2K(l<)  Filed  2-7- 1.3;  K:45  ami 
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DEPARTMENT  OF  AGRICULTURE 

Submission  for  OMB  Review; 

Comment  Request 

l•’(!l)rllaI■v  4.  2013. 

The  Department  of  Agriculture  has 
submitted  the  following  information 
collection  re(]uirement(s)  to  OMB  for 
review  and  clearance  under  the 
Paperwork  Reduction  Act  of  lOO.'i. 

Public  Law  104-13.  Comments 
regarding  (a)  whether  the  collection  of 
information  is  necessary  for  the  projier 
performance  of  the  functions  of  the 
agency,  including  whether  the 
information  will  have  jiractical  utility; 

(h)  the  accuracy  of  the  agency’s  estimate 
of  burden  including  the  validity  of  the 
methodology  and  assumjitions  used;  (c) 
wavs  to  enhance  the  (juality.  utility  and 
claritv  of  the  information  to  he 
collected;  (d)  ways  to  minimize  the 
burden  of  the  collection  of  information 
on  tho.se  who  are  to  resiiond.  including 
through  the  use  of  a])])ropriate 
automated,  electronic.  mec:hanical.  or 
other  technological  collection 
t(!chni(]ues  or  other  forms  of  information 
technology  should  he  addres.sed  to;  Desk 
Officer  for  Agriculture,  Office  of 
luformation  and  Regulatory  Affairs. 
Office  of  Management  and  Budget 
(OMB). 

()IBA_Snbmission@OMB.B()P.C()V  or 
fax  (202)  3‘).'l-.'i8()0  and  to  Departmental 
Clearance  Office.  IJSDA,  OCIO,  Mail 
Stop  7002,  Washington,  DC  202.'50- 
7002.  Comments  regarding  these 
information  collections  are  he.st  assunul 
of  having  their  full  effect  if  received 
within  30  days  of  this  notification. 
Copies  of  the  suhmi.ssion(s)  may  he 
obtained  by  calling  (202)  720-8958. 

An  agency  may  not  conduct  or 
spon.sor  a  collection  of  information 
imle.ss  the  c:ollection  of  information 
displays  a  currently  valid  OMB  control 
numher  and  the  agency  informs 
])otential  persons  who  are  to  resjiond  to 
the  collection  of  information  that  such 
pm'.sons  are  not  recpiired  to  respond  to 
the  collection  of  information  unless  it 
displays  a  cnrrentlv  valid  OMB  control 
numher. 

Fond  and  Nutrition  Service 

77//e;  Snpjilemental  Form  for 
Collecting  Taxjiayer  Identifying 
Numbers. 

OMB  Control  Nninhor:  ()584-()5()l . 

Snnnnarv  of  Collodion:  Section 
31 001  (y)  of  the  Debt  Collection 
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Improviaiient  Act  oi  195)8  (Public  Law 
104-134)  recjuires  all  Federal  agencies 
to  obtain  taxpayer  identifying  nninb(!r 
(TlNs)  from  all  individuals  and  entities 
th(!y  enter  into  a  direct  payment 
agreement  with  to  furnish  the  TIN 
whenev(!r  a  recjuest  for  ])aym(!nt  is 
submitted  to  Federal  payment  officials. 

A  lax])ayer  identifying  number  can  he; 
either  a  Social  Security  Numl)er  or  an 
Fmployer  Identification  Nnmher. 

A'eer/  (inci  lJs(^  of  the  Infoinuition:'Vhe 
Food  and  Nutrition  Service  (FNS)  will 
collect  iidbrmation  using  form  FNS- 
711.  “Su])plemental  Form  for  (iollecting 
Taxpayer  Identifying  Numhers”  from 
individuals  and  entities  receiving 
payments  directly  from  the  agency 
under  any  of  the  various  nutrition  and 
nutrition  education  programs 
administered  hy  the  Agency.  The 
information  is  collected  at  the  time  of 
])rogram  a])])lication.  and  is  only 
collected  once  unless  an  entity  renews 
its  application  or  rea|3j)lies  for  program 
partici]3ation.  If  the  information  were 
not  colh!ct(!d,  FNS  would  he  unable  to 
include  taxpayer  identifying  numhers 
with  each  certified  recpiest  for  i)ayment. 

Description  of  Respondents:  business 
or  other  for-profit;  Individuals  or 
households;  Not-for-profit  institutions. 
Nnniher  of  Respondents:  800. 
Frequency  of  Responses:  R{;])ort;  On 
occasion;  Other  (at  time  of  app.). 

Tot(d  Rnrden  Honrs:  88. 

Ruth  Brown, 

Depdrlmeutdt  Infonmition  Collection 
Cledronce  ( ifficer. 

|I•■K  Doc.  2l)i:!-()2H(l7  Filed  2-7-i:t:  »:4r)  iim| 

BILLING  CODE  3410-30-P 

DEPARTMENT  OF  AGRICULTURE 

Rural  Utilities  Service 

Dairyland  Power  Cooperative:  CapX 
2020  Hampton-Rochester-La  Crosse 
345-kV  Transmission  Line  Proposal 

agency:  Rural  Utilities  Service,  USDA. 
ACTION:  Notice  of  Availability  of  a 
Record  of  Decision. 

SUMMARY:  The  Rural  Utilities  Service 
(RUS)  has  issiKid  a  Record  of  Decision 
(ROD)  for  the  Environmental  Imjjact 
Statement  (ELS)  related  to  provicling 
financial  a.ssistance  to  the  Dairyland 
Power  ('ooperative  (Dairyland)  for  its 
share  in  the  construction  of  a  ])roposed 
34.'j-kilovolt  (kV)  transmission  line  and 
associated  infrastructure  between 
1  Iam])ton,  Minnesota  and  the  La  Cro.sse 
area  in  Wisconsin  (Proposal).  The 
Administrator  of  RUS  has  signed  the 
ROD,  which  was  effective  u])on  signing. 
The  EIS  was  jjrepared  pursuant  to  the 


National  Environmental  Poliev  Act 
(NEPA)  (U.S.O.  4231  (!t  .seep)  and  in 
accordance  with  theOouncil  on 
Environmental  Quality’s  ((iEQ) 
regulations  for  im])lementing  the 
])rocedural  ])rovisions  of  NEPA  (40  CFR 
Parts  l.'iOO-l.'lOB)  and  RUS’ 

Environmental  Policies  and  Procedures 
(7  CFR  ])art  175)4). 

ADDRESSES:  To  obtain  copies  of  the  ROD 
or  for  further  iidbrmation,  contact: 
Stephanie  Strength,  Environmental 
Protection  Sjiecialist,  USDA,  Rural 
Utilities  Service,  1400  Indejiendence 
Avenue  SW.,  Room  2244,  Stop  l.'j71, 
Washington,  DC  202.10-1  .'171,  or  email 
steph(inie.stren^th@\vdc.nsd(t.dov.  3'he 
ROD  is  also  available  at  RUS’  Web  site 
at  httf)://\v\\’\v.rnrdev.nsd(i.gov/U\VP- 
CupX2()2()-Dainpton-Rochester- 
LaCrosse.htnd. 

SUPPLEMENTARY  INFORMATION:  As  the 
lead  federal  agency,  and  as  part  of  its 
broad  environmental  review  process, 

RUS  mu.st  take  into  account  the  effect  of 
the  Proposal  on  historic  properties  in 
accordance  with  Section  108  of  the 
National  fli.storic  Preservation  Act  (18 
U.S.C.  4701)  and  its  implementing 
regulation  “Protection  of  lli.storic 
Pro])erties’’  (38  CFR  part  800).  Pursuant 
to  38  CFR  800.2(d)(3),  RUS  u.sed  its 
procedures  for  public  involvement 
under  NEPA,  in  jiart,  to  meet  its 
responsibilities  to  solicit  and  consider 
the  views  of  the  ]mhlic  and  other 
interested  parties  during  the  .Section  108 
review  jirocess.  Accordingly,  comments 
submitted  in  the  ELS  process  also 
informed  RlLS’s  decision  making  in  the 
.Section  108  review  ])rocess. 

Dairyland  is  participating  in  the 
projjosal  with  a  number  of  other 
utilities.  The  other  participants  include 
Xcel  Energy  |com])ri.sed  of  Northern 
.States  Power  Company,  a  Minne.sota 
Corporation  (N.SPM),  and  Northern 
.States  Power  Company,  a  Wisconsin 
Corjjoration  (N.SPW)l,  .Southern 
Minnesota  Municipal  Power  Agency 
(.SMMPA),  Roche.ster  Public  Utilities 
(RPU),  and  WPPl  Energy,  Inc.  (WPPl)l. 
The  ])ur])ose  of  the  proposal  is  to:  (1) 
Imjjrove  commindty  reliability  of  the 
transmission  sy.stem  in  Rochester. 
Winona,  La  Crosse,  and  the  surrounding 
areas,  which  include  areas  Dairvland 
currently  provides  electrical  service;  (2) 
im])rove  the  regional  reliahilitv  of  the 
transmission  system;  and  (3)  increa.se 
generation  outlet  ca])acity. 

'Pile  U..S.  Armv  Corps  of  Engineers 
(USACE)  and  the  U.S.  Fish  and  Wildlife 
Service  (USFW.S)  participated  in  the  ELS 
as  cooperating  agencies,  with  RUS  as 
the  lead  federal  agency.  The  U.SAC’.E  and 
the  USFW.S  will  each  issue  its  own  ROD 
as  nece.ssary.  The  projiosal  includes 


construction  and  operation  of  a  34.1-kY 
transmi.ssion  line  and  associated 
infrastructure,  two  181-kV  transmi.ssion 
lines  in  the  vicinity  of  Roche.ster. 
Minnesota,  and  two  new  and  three 
ex|)anded  substations,  with  a  total 
transmi.ssion  line  length  of 
approximately  171  miles,  (bounties 
through  which  the  proposal  will  pass 
include  Dakota,  Coodhue,  Wabasha,  and 
Ohn.sted  in  Minne.sota.  and  La  C’.rosse, 
'Prempealeau,  and  buffalo  in  Wisconsin. 

'Phe  decision  doc:umented  in  RU.S’ 

ROD  is  that  RU.S  agrees  to  consider, 
subject  to  loan  apjiroval,  financing 
Dairyland’s  share  in  the  propo.sal. 

Details  regarding  RUS’  regulatorv 
authority,  rationale  for  the  decision,  and 
compliance  with  applicable  regulations 
are  included  in  the  ROD. 

RU.S  ])uhli.shed  its  Notice  of 
Availability  (NOA)  for  the  Draft  EIS  in 
the  Fede;ral  Register  on  December  18, 
2011  (78  FR  78235-78238),  and  in 
new.s])a])er.s  of  general  circulation 
within  the  ])ropo.sal’.s  area  of 
environmental  impact.  'Phe  U..S. 
Environmental  Protection  Agency 
(U.SEPA)  published  its  notice  of  receipt 
of  the  Draft  ELS  in  the  Federal  Register 
on  December  18,  2011  (78  FR  78235- 
78238).  'Phe  comment  jjeriod  for  the 
Draft  ELS  was  extended  from  45  to  80 
days  and  ended  on  Fehruarv  13,  2012. 
Public  hearings  to  receive  comments  on 
the  Draft  Id.S  were  held  from  january  5) 
to  13,  2012,  in  Alma  and  (ialesville, 
Wi.sconsin:  Wanamingo,  Uannon  Falls, 
and  Plainviinv,  Minnesota.  All 
comments  received  on  the  Draft  ELS 
were  addressed  in  the  Final  ELS.  RU.S 
published  its  NOA  of  the  Final  ELS  in 
the  Federal  Register  on  (ulv  13,  2012 
(77  FR  41385)-41370).  and  in 
newspapers  of  general  circulation 
within  the  Propo.sal’s  area  of 
environmental  impact.  U.SEPA 
published  its  notice  of  receipt  of  the 
Final  ELS  in  the  Federal  Register  on  Julv 
20,  2012  (77  FR  42727-42728).  'Phe  30-' 
day  comment  ])eriod  ended  on  August 
20,  2012.  Comments  received  on  the 
Final  ELS  weix;  addressed  in  the  ROD. 
After  considering  alternatives  to  meet 
the  ])nr])ose  and  need  of  the  propo.sal, 
Dairyland  identified  participation  in 
construction  of  the  proj)osai  as  its  be.st 
course  of  action.  A  number  of 
alternatives  to  meet  the  purpose  and 
need  were  considered,  hut  not  studied 
in  detail,  including  demand  side 
management,  n.se  of  existing  generation 
and  transmi.ssion,  new  generation, 
decentralized  generation  systems, 
nndergrounding  of  the  transmission 
line,  and  a  number  of  route  alternatives. 

Among  the  alternatives  addre.ssed  in 
detail  in  the  ELS  is  the  No  Action 
alternative,  under  which  the  proposal 
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would  not  be  undertaken,  and  a  lunnber 
of  route  alternative.s  identif  aul  and 
considered  in  the  FISs  prepanal  for  the 
pro|)o.sal  hy  the  .States  of  Miniussota  and 
\Vis(:on.sin. 

Based  on  an  evaluation  of  the 
information  and  impact  analyses 
j)re.sent(!d  in  the  FKS.  RD.S  finds  that  the 
evaluation  of  rea.sonahle  all(!rnativ(!s  is 
consistent  with  NFFA  and  KlkS 
Knvironmental  Policies  and  Procculnres. 
□(‘tails  regarding  KU.S’  r(;gidatorv 
authority,  rationale  for  the  decision,  and 
compliance  with  apj)licahle  regulations 
are  included  in  the  ROD.  Ihicansi;  the 
pro])osal  may  involve  action  in 
lloodplains  or  wetlands,  this  Notice  al.so 
servcis  as  a  final  notice  of  action  in 
lloodplains  and  wcdlamls  (in  accordance 
with  Hxecutive  Orders  11988  and 
11990). 

This  ROD  is  not  a  d(;ci.sion  on 
Dairyland’s  loan  application  and 
thendore  not  an  aj)proval  of  the 
ex|)enditnre  of  federal  funds.  This 
notice  of  tin;  ROD  concludes  RIIS’ 
(Mivironnumtal  review  proc(iss  in 
accordance  with  NEPA  and  RIKS' 
Environmental  Policies  and  Procculures 
(7  OPR  1794).  The  nltimate  (hicision  as 
to  loan  approval  depends  upon  the 
conclusion  of  this  (aivironmental  r(!vi(!w 
jjrocess  plus  financial  and  engineering 
analyses.  Issuance  of  the  ROD  will  allow 
these  revi(‘ws  to  proceed. 

DahMl;  laiuiarv  1 1. 201 
|(ilin  (:harl(!s  PadaliiKi, 

Act  ini’ Adniiiiislnilor.  linrnl  I  'lililins  SiTvicn. 
IKK  Ddc.  2()l3-()2K(ir)  I'il(!(l  2-7-i:(:  »;4.t  am| 

BILLING  CODE  P 


DEPARTMENT  OF  COMMERCE 

Bureau  of  Industry  And  Security 

Order  Renewing  Order  Temporarily 
Denying  Export  Privileges  and  Making 
That  Temporary  Denial  of  Export 
Privilges  Applicable  to  an  Additional 
Related  Person 

Mahan  Airways.  Mahan  'fewer.  No.  21. 
Azadegan  St..  M.A.  liniah  Exp.  Way. 
'I'ehran.  Iran 

Zarand  Aviation,  a/k/a  (dE  Zarand  Aviation. 
42  Aviauie  Montaigne.  7.at)t)8  Paris.  France 
and  112  Avenue  Khdier.  7.allt)  Paris. 
l-'ranc(! 

Catciwick  EECi.  a/k/a  Catewick  I'rcnght  S: 
(iargo  .Serviciis.  a/k/a/CIatcnvick  Aviation 
.Serviccis.  (i#22  Dnliai  Airport  Free  Zone. 
P.O.  Box  :i9:i7ij4.  Dnhai.  IJnitiid  Aral) 
I'iinirates  and  P.O.  Box  .524t)4.  Dnhai. 
United  Aral)  Emirates  and  Mohained 
y\l)dulla  Alcjaz  Building.  Al  Maktonin 
.Street.  Al  Kigga.  Dnhai.  United  Aral) 
Emirates; 

Pejman  Mahmood  Kosarayanifard.  a/k/a 
Kosarian  Eard.  P.O.  Box  .52494.  Dnl)ai. 


United  Aral)  Emirates:  Mahmoud  Amini. 
(;#22  Dnhai  Air|)ort  Free  Zone.  P.O.  Box 
;i!).'1754.  Dnhai.  United  Aral)  Emirates  and 
P.O.  Box  524t)4.  Dnhai.  United  Aral) 
Emirates  and  Mohained  Ahdiilla  Ahjaz 
Building.  Al  Maktomn  .Slnu!!.  Al  Kigga. 
Dnhai.  United  Aral)  Emirates 
Kerman  Aviation,  a/k/a  Ull'i  Kerman 
Aviation.  42  Avenue  Montaigne  75t)t)it. 
Paris.  France 

.Sirjanco  Trading.  P.O.  Box  87()<).  Dnhai. 

United  Aral)  Emirates 
Ali  I'islamian.  4lh  Floor.  23  Uavendish 
.Scpiare.  London.  WlUttPW.  United 
Kingdom  and  2  Bentinck  (’.lose.  Prince 
Albert  Road  .St.  lohns  Wood.  London 
NW87RY.  United  Kingdom 
Mahan  AirOeneral  Trading  LlXi.  19th  Floor 
Al  Moosa  Tower  One  .Sheik  Zayed  Road. 
Dnhai  40594.  United  Aral)  Emirates 
.Skyco  (UK)  Ltd..  4th  Floor.  33  (Cavendish 
.S(|nare.  London.  WlO  0P\L  United 
Kingdom 

Ecpiipco  (UK)  Ltd..  2  Bentinck  (dose.  Prince 
Alhmt  Road.  London.  NW8  7RY.  United 
Kingdom 

Mehdi  Bahraini.  Mahan  Airways — Istanhnl 
Ori'ice.  (annhnriye  (iad.  .Sibil  Apt  No;  101 
D:t).  34374  Fhnadad.  .Sisli  Istanhnl.  Tnrkev 

Ptirsttiinl  U)  .Section  7()B.24  of  the 
Export  Admini.stration  Regulations.  1.5 
C:FR  parts  7.30-774  (2012)  (“liAR”  or  the 
“Regulations”),  1  hereby  grant  the 
retpie.st  of  the  Office  of  Ex])ort 
Enforcement  (“OFiE”)  to  renew  the 
Augtist  9,  2012  Order  Temporarily 
Denying  the  Export  Privileges  of  Mahan 
Airwiiys,  Ztinmd  Avitition,  Oatewick 
LEO,  Pejuiiin  Mahmood  Kosarayiiniiard. 
Mtthmoud  Amini.  Kerman  Aviation. 
.Sirjanco  Trading  LEO,  Ali  Eslamian. 
Miihiin  AirOeneral  Trading  EEO,  .Skyco 
(UK)  Ltd.,  and  E(|ui])co  (UK)  Ltd.  1  find 
that  renewal  of  the  Temporary  Denial 
Order  (“TDO”)  is  necessary  in  the 
])uhlic  intere.st  to  prevent  an  imminent 
violation  of  the  EAR.  Additionallv, 
pursuant  to  .Section  700.23  of  the 
Regulations,  including  the  provisions  of 
notice  and  an  opportunity  to  respond,  1 
find  it  necessary  to  add  the  following 
])er.son  as  a  related  ])er.son  in  order  to 
])revent  evasion  of  the  TDO: 

Mehdi  Bahraini,  Mahan  Airway.s — Istanhnl 
Oliice,  (aimhiiriye  Ciad.  Sibil  Apt  No:  101 
D:0,  34374  Emadad,  .Sisli  Istanhnl.  Turkey 

E  Procedural  History 

On  March  17,  2008.  Darryl  VV. 
jack.son,  the  then-Assistant  .Secretary  of 
Uommerce  for  Exjiort  Enforcement 
(“A.ssistant  .Secretary”),  signed  a  TDO 
denying  Mahan  Airways’  export 
l)rivilege.s  for  a  period  of  180  days  on 
the  grounds  that  its  issuance  was 
necessary  in  the  ])uhlic  intere.st  to 
prevent  an  imminent  violation  of  the 
Regulations.  The  TDO  also  named  as 
denied  persons  Blue  Airway.s,  of 
Yerevan,  Armenia  (“Blue  Airways  of 
Armenia”),  as  well  as  the  “Balli  (iroup 


Res])ondents.”  namely,  Balli  Clroup 
PEU,,  Balli  Aviation,  Balli  Holdings, 
Vahid  Alaghhand,  Uas.san  Alaghhand, 
Blue  .Sky  ()ne  Ltd..  Blue  .Sky  Two  Ltd., 
Blue  .Sky  Three  Ltd.,  Blue  .Skv  Four  Ltd., 
Blue  Sky  F’ive  Ltd.,  and  Blue  Sky  Six 
Ltd.,  all  of  the  United  Kingdom.  The 
TDO  was  issued  ax  paiia  ])ursuant  to 
.Section  7()(). 24(a),  and  went  into  effect 
on  March  21. 2008,  the  date  it  was 
published  in  the  Federal  Register. 

The  TDO  suhsecpiently  has  been 
renewed  in  accordance  with  .Section 
7()(). 24(d),  including  most  recently  on 
August  9,  2012.  with  modifications  and 
the  additions  of  related  persons  having 
been  made  to  the  TDO  during  2010, 

2011,  and  mo.st  recently  on  April  9, 

2012. '  As  of  March  9.  2010,  the  Balli 
(h'oup  Resi)ondents  and  Blue  y\irways 
were  no  longer  subject  to  the  TDO.  As 
part  of  the  F’ehruary  2.5,  2011  TDO 
renewal.  Chit  wick  LLC,,  Mahmoud 
Amini.  and  Pejman  Mahmood 
Kasarayanifard  (“Kosarian  F’ard”)  were 
added  as  related  persons  in  accordance 
with  Section  7()().23  of  the  Regulations. 
On  )uly  1 . 301 1 .  the  TDO  was  modified 
hy  adding  Zarand  Aviation  as  a 
respondent  in  order  to  prevent  an 
imminent  violation.  .S])ecifically, 

Zarand  Aviation  owned  an  Airbus  A310 
subject  to  the  Regulations  that  was  being 
operated  for  the  benefit  of  Mahan 
Airways  in  violation  of  both  the  TDO 
and  the  Regulations.  As  part  of  the 
August  24.  2011  renewal,  Kerman 
Aviation,  .Sirjanco  Trading  EEU,  and  Ali 
Eslamian  were  added  to  the  TDO  as 
related  persons.  Mahan  Air  CJeneral 
Trading  EEU,  .Skyco  (UK)  Ltd.,  and 
lupiipco  (UK)  Ltd.  were  added  as  related 
])ersons  on  A])ril  9,  2012. 

On  lanuary  1.5.  2013.  BIS.  through  its 
Office  of  Ex])ort  Enforcement  (“OEE”), 
submitted  a  written  recpiest  for  renewal 
of  the  TDO.  The  current  TDO  dated 
August  9.  2012,  will  exjiire  on  February 
4,  2013,  unless  renewed  on  or  before 
that  date.  Notice  of  the  renewal  recpie.st 
was  i)rovided  to  Mahan  Airway.s  and 
Zarand  Aviation  hy  deliverv  of  a  copv 
of  the  re(]uest  in  accordance  with 
.Sections  7()0.5  and  700. 24(d)  of  the 
Regnlations.  No  opposition  to  anv 
as])ect  of  the  renewal  of  the  TDO  has 
been  received  from  either  Mahan 
Airways  or  Zarand  Aviation. 
Furthermore,  no  ajipeal  of  the  related 


'  ’ll)(!  Aiii^iist  9.  2012  Oi'diM’  was  piil)lisl)(!(l  in  tin; 
Fndnral  Rngisinr  on  .'\iif>us1  l.'i.  2012.  Hue  77  l'’.K. 
48.000  (.\iig.  15.  2012.  Tho  TIK)  prnvionslv  liail 
Ikhm)  risnownd  on  .SopOanhiii'  17.  2008,  March  10. 
2000.  .Sc|)l(!ml)i!r  11. 2000.  March  0.  2010. 
Si!|)U!inl)i!r  :i.  2010,  Fchrnarv  25.  201  1,  An}>nsl  24, 
201 1.  and  l''i>l)rnarv  15.  2012.  'I’ht;  Angiisl  24.  2011 
nainwal  followed  iho  inoditicalion  of  iho  TlX)  on 
Inly  1. 2011.  which  added  Zarand  Aviation  as  a 
respondent.  Each  renewal  or  modification  order 
was  published  in  the  Fedei-al  Register. 
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])(!rson  d(;t(!rmiiiatioiis  1  niado  as  part  of 
the  Septeml)(!r  3,  2010,  Fel)ruarv  25. 

2011,  Aiigu.st  24.  2011,  and  April  9. 

2012  renewal  or  modification  orders  has 
hemi  made  hv  Ciatcnvick  LL(i,  Kosarian 
Fard,  Mahmoud  Amini,  Kerman 
Aviation.  Sirjanco  Trading  IdTl,  Ali 
Mslamian,  Mahan  Air  (ieneral  Trading 
hhd,  Skvco  (UK)  Ltd.,  or  Lcpnpco  (UK) 
Ltd.^ 

II,  Renewal  of  the  TIK) 

A.  Uigdl  Standard 

Pursuant  to  Section  700.24,  BIS  may 
issue  or  renew  an  order  teni])orarily 
denying  a  respondent’s  export  privileges 
upon  a  showing  that  the  order  is 
necessary  in  the  ]3uhlic  interest  to 
pnivent  an  “imminent  violation”  of  the 
Regulations.  15  CP'R  700.24(h)(1)  and 
770.24(d).  “A  violation  may  he 
‘imminent’  either  in  time  or  degree  of 
likelihood.”  15  CFR  700.24(h)(3).  BIS 
may  show  “either  that  a  violation  is 
about  to  occur,  or  that  the  general 
circumstances  of  the  matter  under 
investigation  or  c;a.se  under  criminal  or 
admini.strative  charges  demon.strate  a 
likelihood  of  future  violations.”  hi  As 
to  the  likelihood  of  future  violations. 

BIS  may  show  that  “the  violation  under 
investigation  or  charges  is  significant. 
delibiH’ate,  covert  and/or  likely  to  occur 
again,  rather  than  technical  or  negligent 
|.l”  Id.  A  “lack  of  information 
estahlishing  the  ])recise  time  a  violation 
may  occair  does  not  preclude  a  finding 
that  a  violation  is  imminent,  .so  long  as 
there  is  sufficient  reason  to  helieve  the 
likelihood  of  a  violation.”  Id. 

B.  Tha  TOO  and  BIS's  Beqnast  for 
Banewal 

ore’s  request  for  renewal  is  based 
u])on  the  facts  underlying  the  issuance 
of  the  initial  TOO  and  the  TOO  renewals 
in  this  matter  and  the  evidence 
developed  over  the  cour.se  of  this 
inve.stigation  indicating  a  blatant 
disregard  of  IJ.S.  exjjort  c:ontrols  and  the 
TOO.  The  initial  TOO  was  issued  as  a 
result  of  evidence  that  showed  that 
Mahan  Airways  and  other  i)arties 
engaged  in  conduct  prohibited  by  the 
EAR  by  knowingly  re-exporting  to  Iran 
three  U.S. -origin  aircraft,  specifically 
Boeing  747s  (“Aircraft  1-3”),  items 
subject  to  the  EAR  and  classified  under 
Ex])ort  (Control  (dassification  Number 
(“ECCN”)  9At)91.h,  without  the  recpiired 
U.S.  Government  authorization.  Further 
evidence  submitted  by  BIS  indicated 
that  Mahan  Airways  was  involved  in  the 


-A  pnriy  nnmiHl  or  iuldisl  as  a  rolatod  piason  may 
not  oppose  tla;  issuance  or  nuKiwal  oi  llii! 
uiulerlvin}>  tcnnporarv  denial  ord(!r.  Inil  may  tile  an 
appeal  ol  the  related  person  d(!tennination  in 
.'iccordance  witli  .Section  7()().2:t(c). 


;ittemj)ted  re-export  of  three  additional 
U.S. -origin  Boeing  747s  (“Aircraft  4-0”) 
to  Iran. 

As  distaissed  in  the  Septtanher  17, 

2008  TDO  Renewal  Order,  evidence 
presented  by  BIS  indicated  that  Aircraft 
1-3  continued  to  he  flown  on  Mahan 
Airways’  routes  aftttr  i.ssuanca;  of  tin; 
TDO,  ill  violation  of  the  Regulations  and 
the  TDO  itself.  ‘  It  also  showed  that 
Aircraft  1-3  had  been  flown  in  further 
violation  of  the  Regulations  and  the 
I’DO  on  the  routes  of  Iran  Air.  an 
Iranian  (Government  airline.  Moreover, 
as  discussed  in  the  March  10,  2009, 
Sejitember  11, 2009  and  March  9.  2010 
Renewal  Orders.  Mahan  Airways 
regi.stered  Aircraft  1-3  in  Iran,  obtained 
Iranian  tail  numbers  for  them  (including 
EP-MNA  and  EP-MNB),  and  continued 
to  operate  at  least  two  of  them  in 
violation  of  the  Regulations  and  the 
TDO,‘*  while  akso  committing  an 
additional  knowing  and  willful 
violation  of  the  Regulations  and  the 
'I’DO  when  it  negotiated  for  and 
accpured  an  additional  U.S. -origin 
aircraft.  The  additional  acquired  aircraft 
was  an  MD-82  aircraft,  which 
suhs(H]U(!nlly  was  painted  in  Mahan 
Airways’  liv(!rv  and  flown  on  multi))le 
Mahan  Airways’  routes  under  tail 
numl)(!r  TOTUA. 

The  March  9,  2010  Renewal  Order 
also  noted  that  a  court  in  the  United 
Kingdom  (“U.K.”)  had  found  Mahan 
Airwavs  in  contempt  of  c:ourt  on 
February  1, 2010,  for  failing  to  comply 
with  that  court’s  December  21. 2009  and 
januarv  12,  2010  orders  compelling 
Mahan  Airwavs  to  remove  the  Boeing 
747s  from  Iran  and  ground  them  in  the 
Netherlands.  Mahan  Airways  and  the 
Balli  Cnoup  Resj)ondents  had  been 
litigating  before  the  U.K.  court 
concerning  ownership  and  control  of 
Aircraft  1-3.  In  a  letter  to  the  U.K.  court 
dated  January  12,  2010,  Mahan  Airway's’ 
Ghairman  indicated,  inter  (din,  that 
Mahan  Airways  opposes  U.S. 
Government  actions  again.st  Iran,  that  it 
continued  to  operate  the  aircraft  on  its 
routes  in  and  out  of  Tehran  (and  had 
158,000  “forward  hookings”  for  these 
aircraft),  and  that  it  wi.shed  to  continue 
to  do  .so  and  would  pay  damages  if 
r(U]uired  hv  that  court,  rather  than 
ground  the  aircraft. 

The  .September  3,  2010  Renewal 
Order  di.scus.sed  the  fact  that  Mahan 
Airways’  violations  of  the  TDO 
extemhul  beyond  operating  U..S. -origin 


'  in  conduct  pi'olnl)it(Hl  l)v  a  donial 

taclor  violates  llio  RiJf^ulations.  Ui  (il'K  7(i4.2(a)  and 

(k). 

Tlio  tliird  Itooinj;  747  apiMianal  to  liavo 
undorgoni!  si^nilicant  survico  maintonanco  and  may 
not  havu  heum  operational  at  tin;  time  ottlu;  Marcli 
0.  2010  Renewal  Order. 


aircnift  in  violation  of  the  'I’DO  and 
atti!nq)ting  to  actpiire  additional  U.S.- 
origin  aircraft.  In  Fehruarv  2009,  while 
subject  to  the  TDO,  Mahan  Airways 
particii)ated  in  the  export  of  computer 
motherboards,  items  subject  to  the 
Regulations  and  designated  as  EAR99, 
from  the  United  States  to  Inm,  via  the 
United  Arab  Emirates  (“UAE”),  in 
violation  of  both  the  TDO  and  the 
Regulations,  hv  transiK)rting  and/or 
h)rwarding  the  computer  motherboards 
from  the  UAE  to  Iran.  Mahan  Airways’ 
violations  were  facilitated  by  Gatewick 
LEG.  which  not  onlv  partici])ated  in  the 
transaction,  but  akso  has  stated  to  BIS 
that  it  is  Mahan  Airways’  sole  hooking 
agent  for  cargo  and  freight  forwarding 
.services  in  the  UAE. 

Moreover,  in  a  January  24,  2011  filing 
in  the  U.K.  court,  Mahan  Airwavs 
asserted  that  Aircraft  1-3  were  not  being 
used,  hut  stated  in  jjertinent  part  that 
the  aircraft  were  being  maintained  in 
Iran  (ys])c;cially  “in  an  airworthy 
condition”  and  that,  depending  on  the 
outcome  of  its  U.K.  court  a])])(;al,  the 
aircraft  “coidd  immediately  go  hack  into 
service  *  *  *;.  on  international  routes 
into  and  out  of  Iran.”  Mahan  Airwavs’ 
January  24,  2011  submission  to  U.K. 
(Gourt  of  Appeal,  at  p.  25.  *ll*|j  108,  110. 
This  clearly  stated  intent,  both  on  its 
own  and  in  conjunction  with  Mahan 
Airways’  jerior  misconduct  and 
.statements,  demonstratcul  the?  iumuI  to 
renew  the  TDO  in  ordcir  to  jerewent 
imminent  future  violations.'’ 

More;  rcuxmtly,  as  noted  in  the  July  1, 
2011  and  August  24.  2011  Orders, 
Mahan  Airways  has  continued  to  evade 
U.S.  export  control  laws  by  operating 
two  Airbus  A310  aircraft  “  hciaring 
Mahan  Airways’  livciry,  colors  and  logo, 
on  flights  into  and  out  of  Iran.  'I'he 
aircraft  are  owned,  respcudivelv,  by 
Zarand  Aviation  and  Kerman  Aviation, 
caitities  whose  corjeorate  rc;gi.strations 
both  li.st  Mahan  Air  General  Trading  as 
a  member  of  their  Groupement  D’interet 
Economiciue  (“Economic  Interest 
Grou})”).' 

At  the  time  of  the  July  1.  2011  and 
August  24,  2011  Orders,  tlucse  Airbus 


’I'wc)  of  llmso  Ihroo  747,s  hiivo  .siiu:(!  Ixstm 
r(!m(i\  <xl  from  Imn  mul  aro  no  lon^m'  in  Mahan 
.Airways'  ixissossion.  Tin;  third  rmnains  in  Iran 
nmlor  Mahan's  control. 

'■'I'Ik!  lAirhns  .\3  ll)s  an;  ))owi!r(!d  with  l'..S.-ori{>in 
engines,  llu!  onf^imjs  arc  snhjcct  to  the  R.AR  and 
classified  vinder  Rxport  (Control  C.lassification 
(■'I'X'.CIN")  ‘t.Afltn.d,  The  Airlnis  ASlDs  contain 
controihul  II. .S. -origin  items  valued  at  more  than  It) 
percent  of  the  total  value  of  tin?  aircraft  and  as  a 
nrsult  are  subject  to  the  K.AR.  Tlnw  are  classified 
under  IXXiN  ‘)A‘)!)l.h.  The  reex|)orl  of  these  aircraft 
to  Iran  r(K|uires  U..S.  (Government  authorization 
pursuant  to.S(!Ction  74f>.7  of  the  Regulations. 

^Kerman  Aviation's  corporate  rii^istration  also 
li.sts  Mahan  Aviation  Services  Company  as  an 
additional  memher  of  its  Rconomic  Interest  (iroup. 
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AltlOs  were  n;gistered  in  France,  with 
tail  ninnber.s  F^))!!!!  and  1*— C))HI, 
rt^s|)ectively.  OFF  subsiujuently 
pre.sented  evideni;e  that  alter  the  August 
24.  2811  nniewal.  Maban  Airways  and 
Zarand  Aviation  worked  in  conceit, 
along  with  Kerman  Aviation,  to  de- 
register  the  two  Airbus  A.tlO  aiii-ialt  in 
I'rance  and  to  register  both  aircralt  in 
Iran  (with,  respect ivelv.  Iranian  tail 
numbers  FF-MllH  and  FF-MUl).  It  was 
determined  subseipient  to  the  kebruary 
15.  2012  renewal  that  the  registration 
switch  for  these  A210s  was  cancelled; 
however,  both  ain;raft  c.ontinued  to 
actively  flv  for  Maban  Airways  under 
the  original  French  tail  numbers. 

The  August  2012  Renewal  Order 
found  that  Maban  Airways  bad  acipiired 
an  additional  Airbus  A210  aircralt 
(Manufacturer  Serial  Number  499)  with 
the  Iranian  registered  tail  number  FF- 
VIF.  in  violation  of  the  TDO.'*  Open 
source  information  submitted  by  OFF 
indicated  that  an  A3 10  with  a  (ierman 
Air  Force  designation  of  10-22  bad 
served  as  the  Cierman  "jiresidential” 
aircraft  and  bad  been  sold  in  Oermany 
as  surplus  in  late  2011.  then  re-sold 
sbortlv  thereafter  to  what  was  identilied 
as  an  Fastern  Furopean  investment 
grouj).  and  then  re-sold  again  and 
transported  to  Maban  Airways  in  Iran 
via  the  Ukraine.  This  actpiisition  and 
reexport  by  and/or  lor  Maban  Airways 
violated  tin;  TDO  and  the  Regulations. 

'I'be  August  2012  Renewal  Order  also 
tliscussed  additional  evidence  relating 
to  (dforls  by  related  persons,  including 
Ali  Fslamian.  to  procun;  aircralt  and 
airc.ralt  parts  lor  Maban  Airways  in 
violation  of  the  TDO  and  the 
Regulations.  OFF’s  january  15,  2013 
reiunval  r(H]uest  similarly  ])resents 
further  evidtmct!  ol  ct)ntinued  and 
additional  violations,  incliuling 
continuing  eflorts  by  Mahan  Airways 
and  others  persons  acting  in  concert 
with  Maban  to  procure  U.S.-origin 
(Migines  and  otlmr  aircraft  parts  subjec.l 
to  the  Regulations. 

OFF’s  current  submission  includes 
evidence  showing  that  in  )uly  2012.  a 
Turkish  company  (-‘Turkish  Company 
No.  1”)  |)urcbased  a  U.S.-origin  Turbojet 
aircraft  engine  (Serial  Number  517-()21) 
for  Maban  Airways  from  a  U.S 
companv.  To  prevent  the  (uigine  from 
being  delivered  to  Maban  Airways.  OFF 
issiKul  a  redelivcu  v  order  to  the  Inught 


'•  rii(!  ,\iil)us  .\;n()  is  iHiwonid  will)  ll..S.-()rii;in 
Tilt!  an;  sul)i(!(;t  tJ)  llu!  l'..\K  and 

(lassiliial  iiiuiar  Kxpoit  Conlrol  Classilii  ation 
(■•I'X’.C.N")  ‘l;\‘l01.d.  Till!  ,\iil)us  I'.oidains 
(xinlKillad  U-.S.-Diij-in  itaiiis  valuad  at  inori!  tliaii  If) 
|M!na!nl  ol  llii!  total  valuo  of  tlii!  airc.ralt  and  as  a 
rnsull  is  snl)iiM;l  to  llu!  K.XK.  l  Iu!  aircralt  is  dassilind 
under  IXXiN  <)A<)‘n.i).  riu!  ris!X|)ori  of  this  aircraft 
to  Iran  ri!(|niri!S  fJ.S.  (,o\'(!rnnu!nt  anthoriz<ition 
|uirsuant  to  Section  741*. 7  ol  the  Regulations. 


forwarder  on  )uly  25.  2012,  in 
accordance  with  Section  758.8  ol  the 
Regulations.'*  The  freight  forwtirtlttr 
returned  the  item  to  tbt;  Unitetl  .States 
from  Turkev.  In  or  about  jttly  and 
August  2012.  Turkish  Comitany  No.  1 
attempted  to  atxpiire  for  reexjftirt  tt) 

Maban  another  U.S.-origin  aircraft 
engine  (.Serial  number  517-738).  wbit.b 
btid  |)reviously  been  exportetl  from  the 
United  States.  OFF  jiromptly  issited  a 
redeliverv  order  for  this  engine  to 
Turkish  Company  No.  1  on  )uly  30. 

2012.  .Subsetjitent  to  the  August  2012 
Renewal  Onler,  the  tiwner  of  that  engine 
cancelled  the  sale  and  retained  the 
engine.  In  .September  2012.  OFF  was 
alerted  by  a  U.S.  exjiorter  that  tmotber 
Turkish  txmipany  (“Ttirkisb  (’.omitany 
Nt).  2”)  was  attemiiting  to  purchase 
aircnift  s])are  parts  intemled  lor  re- 
exifort  by  Turkish  Coinjiany  No.  2  to 
Mahan  Airways. 

In  addition  to  the.se  similar,  re])eated 
iittempts  to  evade  the  1  DO  and  obtttin 
U.S.-origin  aircraft  engines  and  jiiirts. 
Mahiin  Airways  tilso  ha.s  continued  to 
ojierate  multijile  aircnift  in  violation  t)l 
the  TDO  and  the  Regulations.  The  two 
A310S  that  hear  the  tail  numbtns  F- 
0)1111  and  F-0]H1  and  are  tiwnetl  by 
Zarand  Aviatitm  anti  Kerman  Avi.ition. 
respectively,  reimiin  listed  in  atitiye 
openition  in  Mah.m  Airways  fleet,  and 
other  recent  open  st)urt;t!  information 
indicates  th.it  these  iiircnift  haye 
continued  to  he  flown  in  ;md  out  of  Irtm 
On  September  19.  2012.  both  aircnift 
wt!re  designated  as  .Specially  Designatet 
(dobal  Terrorists  (SDCT)  by  the  U.S. 
Department  of  the  Treasury’s  Office  of 
Foreign  Assets  ('.onirol  (“OFAC") 
pursuant  to  Fxecutiye  Order  13324.  .See 
/7///j.//innv./ree.sii/y.goy/re.so(iiee- 

ee/7/er/.se/K;/ion.s7(:J'7v\C’-F/7/oiY;e/Jie/]// 

p(ige.s/2d  J  2(){)  1  {).(ispx. ' " 

A  U.S.-origin  Boeing  747  (M.SN 
23480)  bearing  the  Iranian  tail  number 
FF-MNF  also  remains  listed  in  actiye 
operation  in  Mahtin  Airways  fleet. 

Olieii  source  information  indicates  that 
this  747.  which  akso  was  designatetl  by 
OFAC  as  a  SDCT  on  .Sejit ember  19, 

2012.  is  jiaintetl  in  the  liyery  anti  logo 
of  Mahan  Airways,  has  ht;en  flown 
between  Iran  tind  Syriti,  and  is 
susiiecteil  of  ferrying  weaiitms  and/tir 
other  e(pii]mient  to  the  Syi  itm 
Coyernment  from  Iran’s  Islamic 
Reyolutionary  Cuard  C-or])s.  1  he 
unlicensed  reex|)ort  tif  this  tiircriift  to 
Iran  aiul  Syria  not  only  yiolates  both  the 


■'Tlu!  ri!iu!wal  roquust  that  hid  to  tlui  niiuiwal  ol 
this  TOO  on  AususI  0.  was  suhmittiid  hiilorii 

Oi:i;  diitiioliid  this  shiiimiint  and  issuiid  Ihii 
rodiil ivory  ordor. 

'"Mahan  Airways  was  dosi;.>natod  hy  ORAC.  as  a 
.SOCT  on  Ootohor  IK.  2011.  77  Rod.  Rof*.  04.427 
(Octohor  IK.  2011). 


TDO  and  the  Regulations,  but  also 
further  damages  U..S.  ntitional  .security 
and  foreign  jiolicy  interests  to  the  extent 
this  inist:oniluct  h.is  provitled  wea])ons 
or  other  sujiptirt  to  the  Assad  regime  in 
.Syria  or  adyanceil  Iranitm  interests  there 
or  in  the  region. 

(A  Findings 

Under  the  applicable  standard  set 
forth  in  .Section  7()8.24  ol  the 
Regulations  and  my  reyiew  of  the  entire 
record,  1  find  that  the  eyidence 
presented  by  BIS  conyincingly 
demonstrates  that  Mahan  Airways  has 
continually  yiolated  the  FAR  and  the 
TDO.  that  such  knowing  yiolations  haye 
been  significant,  deliberate  and  coyert, 
and  that  there  is  a  likelihood  of  future 
yiolations.  Additionally,  Zarand 
Ayiation’s  Airbus  A31()  continues  to  be 
operated  in  yiolation  of  the  TD(T 
Therefore,  renewal  of  the  TDO  is 
necessary  to  jireyent  imminent  yiolation 
of  the  FAR  and  to  giye  notice  to 
comjianies  and  indiyiduals  in  the 
United  States  and  abroad  that  they 
.should  continue  to  cease  dealing  with 
Mahan  Airways.  Zarand  Ayiation,  and 
the  other  denied  persons  under  the  1  DO 
in  export  transactions  inyolying  items 
subject  to  the  FAR. 

Ill.  Addition  of  Related  Person 

Pursuant  to  Sections  7()(i.23  and 
78(). 24(c)  of  the  Regulations.  OFF  has 
reejuested  that  Mehdi  Bahraini  be  added 
to  the  TDO  as  related  iierson  to  Mahan 
Airways,  in  order  to  preyent  eyasion  ol 
the  TDO. 

/\.  Lngal  Standard 

Section  788.23  of  the  Regulations 
jiroyides  that  “(ijn  order  to  jireyent 
eyasion,  certain  tyjies  of  orders  under 
this  part  may  he  made  applicable  not 
only  to  the  respondent,  Init  also  to  other 
persons  then  or  thereafter  related  to  the 
respondent  by  ownershij),  control, 
position  ol  resjjonsibility,  affiliation,  or 
other  connection  in  the  conduct  of  trade 
or  business.  Orders  that  may  be  made 
applicable  to  related  iiersons  include 
lho.se  that  deny  or  affec;t  exjiort 
priyileges.  including  temiiorary  denial 
orders  *  *  *  .”  15  Cl-R  788.23(a).  .See 
also  15  CT'R  788.24(c)  (“A  teniiJorary 
denial  order  may  be  made  applicable  to 
related  per.sons  in  accordance  with 
§788.23  of  this  part.”). 

B.  Analysis  and  Findings 

Via  a  notice  letter  sent  in  accordance 
with  Section  788.23  of  the  Regulations 
on  Decemher  31.  2012.  OFF  proyided 
Mr.  Bahraini  with  notice  of  its  intent  to 
seek  an  order  adding  him  to  the  TD()  as 
a  related  jierson  to  Mahan  Airways,  in 
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order  to  prevent  evasion.  No  res])onse 
has  been  received  from  Itahraini. 

OEF  lias  presented  evidence  that 
Bahraini  is  a  Mahan  Airways’  Yice- 
Bresident  and  Regional  Manager  for 
Turkey  and  Europe,  and  is  based  in 
Mahan  Airways’  Istanbul  office.  As 
discussed  .su/;ra.  Mahan  Airways  has 
made  repeated  recent  atteinjits  to  evade 
the  'I’lX)  by  |)rocuring.  via  Turkey,  tJ.S.- 
origin  aircraft  engines  and  other  aircraft 
parts  in  violation  of  the  TDO  and  the 
Regulations.  In  addition,  as  summarized 
su})r(i,  Mahan  Airways  jirevioiisly 
procured  an  A31()  subject  to  the 
Regulations  from  Germanv.  via  the 
Ukraine. 

OEE  akso  has  jiresented  evidence 
showing  that  Bahraini  was  at  least  aware 
of  Ali  Eslamian’s  attempt  to  procure  a 

II.  S. -origin  aircraft  engine  from  Brazil, 
via  Turkey,  for  Mahan  Airways,  as 
described  in  detail  in  the  August  t),  2012 
Renewal  (Irder. ' '  GEE  also  has  obtained 
and  .submitted  a  cojiv  of  a  witness 
statement  signed  and  dated  by  Bahraini 
as  of  May  31, 2(){)t),  that  was  entered 
into  evidence  by  Mahan  Airways  in  the 

IJ. K.  litigation  between  Mahan  and  the 
Balli  Groiiji  regarding  Aircraft  1-3.  In 
that  witness  statement.  Bahraini 
te.stified,  /n/ero/iV/.  that  he  had  joined 
Mahan  in  Airways  in  1007  and  that,  in 
addition  to  his  jiositions  directlv  with 
Mahan  Airways,  he  was  the  director  and 
.sole  shareholder  of  Blue  Sky  Aviation 
l'’ZE.  which  he  stated  “Iwasj  and  alwavs 
Iliad]  been,  for  all  ]mrpose.s  owned  and 
controlled  by  Mahan  Air.”  Bahraini 
Witne.ss  Statement,  at  ‘1|‘1|  1-2,  4.  He 
further  testified  that  Blue  Sky  Aviation 
FZE’s  “role  in  the  accpiisition  of  three 
Boeing  747|.s|  is  clear  and  obvious  from 
all  the  documents  signed  on  its 
hehalf],!”  that  it  had  “acted  at  all  times 
on  the  instructions  of  senior 
management  at  Mahan  and  got  full  legal 
tile  to  the  three  Boeing  747  aircraft  in 
October  2()()8|,1”  and  thereafter  had  “dry 
leased  the  aircraft  to  Mahan  Air].]”  Id., 
at  ‘1111  .'i-tt. 

Given  Bahraini’s  management 
jiosition  with  regard  to  Mahan  Airways’ 
ojierations  in  'I’urkey  and  Europe  and 
Mahan’s  continuing  efforts  to  procure 
I  ).S. -origin  aircraft  and  engines  from  or 
via  Turkey  and  Europe,  as  well  as 
Bahraini’s  prior  role  in  the  accpiisition 
and  leasing  to  Mahan  of  the  three 
Boeing  747.S  (Aircraft  1-3)  that 
originated  this  TDO,  and  his 
demonstrated,  long-standing  willingne.ss 
to  act  in  {:oncert  with  and  at  the 


"  Am(iii>>  ollior  things.  Kslniiiian  si^iuKl  a  lallor  oi 
iiitant  with  a  Ilra/ilian  airliiu!  on  NovoinixM'  20. 
2000.  and  snl)S(!(|n(!nllv  signcul  a  salos  and  piniliasi! 
agrcMMiionl  for  llu;  oiif^ino  in  A|)iil  2010.  Hsiainian's 
olforts  to  aia|uir(!  llu;  (Mif^ino  for  Malian  Airways 
continuod  at  loasi  as  roconllv  as  Docoinbor  201 1. 


direction  of  Mahan’s  .senior 
management  in  Tehran,  it  is  clear  that 
he  is  a  related  person  to  Mahan  and  that 
a  significant  risk  of  evasion  and  further 
violations  exist  absent  his  addition  to 
the  TDO. 

In  Sinn,  1  find  pursuant  to  Section 
7(i().23  that  Mehdi  Bahraini  is  a  related 
person  to  Mahan  Airwavs  and  that  his 
addition  to  the  TDG  is  neces.sarv  to 
prevent  evasion  of  the  TDO. 

IV.  Order 

It  is  t/iere/bre  ordewd: 

First,  that  MAHAN  AIRWAYS,  Mahan 
Tower,  No.  21,  Azadegan  St.,  M.A. 
lenah  Exp.  Wav,  Tehran,  Iran;  ZARAND 
AVIATION  A/k/A  GIE  ZARAND 
AVIATION,  42  Avenue  Montaigne. 

75008  Baris,  France,  and  112  Avenue 
Kleher,  75110  Baris,  France;  GATEWIGK 
LEG.  A/K/A  GATEWIGK  FREIGHT  & 
GARGO  SERVICES,  A/K/A  GATEWIGK 
AVIATION  SERVICE,  G#22  Dubai 
Airport  Free  Zone,  B.O.  Box  303754, 
Dubai.  United  Arab  Emirates,  and  B.O. 
Box  52404,  Dubai,  United  Arab 
Emirates,  and  Mohamed  Abdulla  Alipiz 
Building,  A1  Maktoiim  .Street,  A1  Rigga, 
Dubai,  United  Arab  Emirates;  BEjMAN 
MAHMOOD  KOSARAYANIFARD  A/K/ 
A  KO.SARIAN  FARD,  B.O.  Box  52404. 
Dubai,  United  Arab  Emirates; 
MAHMOUD  AMINE  G#22  Dnhai 
Air])ort  Free  Zone,  B.O.  Box  303754. 
Dubai,  United  Arab  Emirates,  and  B.O. 
Box  52404.  Dubai,  United  Arab 
Emirates,  and  Mohamed  Abdulla  Akpiz 
Building.  Al  Maktoiim  .Street,  Al  Rigga, 
Dnhai,  United  Arab  Emirates;  KERMAN 
AVIATION  A/K/A  GIE  KERMAN 
AVIATION,  42  Avenue  Montaigne 
75008,  Baris.  France;  .SIRJANGC) 
TRADING  EEC,  B.O.  Box  8700,  Dubai, 
United  Arab  Emirates;  AEI  E.SEAMIAN. 
4th  Floor,  33  Cavendish  .Square,  Eondon 
WlGOBW,  United  Kingdom,  and  2 
Bentinck  Glo.se,  Brinf:e  Albert  Road  St. 
johns  Wood,  Eondon  NW87RY.  United 
Kingdom;  MAHAN  AIR  GENERAE 
TRADING  EEC,  10th  Floor  Al  Moosa 
'Bower  One,  .Sheik  Zaved  Road,  Dnhai 
40504,  United  Arab  Emirates;  .SKYGO 
(UK)  E'BD.,  4th  Floor,  33  Cavendish 
Scpiare,  Eondon.  VA^lG  OBV,  United 
Kingdom;  EQUIBGO  (UK)  E'l’D.,  2 
Bentinck  Close,  Brince  Albert  Road. 
Eondon,  NW8  7RY,  United  Kingdom; 
and  MEDlll  BAHRAME,  Mahan 
Airwavs-  Istanbul  Office.  Gumhurive 
Gad.  .Sibil  Apt  No;  101  D;0,  34374 
Emadad,  .Sisli  Istanhiil,  'Biirkey,  and 
when  acting  for  or  on  their  helialf,  any 
successors  or  assigns,  agents,  or 
emjiloyees  (each  a  “Denied  Berson”  and 
collectively  the  “Denied  Bersons”)  may 
not,  directlv  or  indirectly,  jiarticipate  in 
any  way  in  any  transaction  involving 
any  commodity,  software  or  technology 


(hereinafter  collectively  referred  to  as 
“item”)  exported  or  to  he  exported  from 
the  United  States  that  is  subject  to  the 
Export  Administration  Regulations 
(“EAR”),  or  in  any  other  activity  subject 
to  the  EAR  incliKling,  hut  not  limited  to; 

A.  Apjilying  for,  obtaining,  or  using 
any  license,  Eicen.se  Exception,  or 
ex])ort  control  docamient; 

B.  Carrying  on  negotiations 
concerning,  or  ordering,  buying, 
receiving,  using,  selling,  delivering, 
.storing,  disjiosing  of,  forwarding, 
transjiorting,  financing,  or  otherwise 
servicing  in  any  way.  any  tran.saction 
involving  any  item  exported  or  to  he 
exported  from  the  United  .States  that  is 
subject  to  the  EAR,  or  in  any  other 
activity  subject  to  the  EAR;  or 

G.  Benefiting  in  any  way  from  any 
tran.saction  involving  any  item  exported 
or  to  be  exportetl  from  the  United  .States 
that  is  subject  to  the  EAR.  or  in  any 
other  activity  subject  to  the  EAR. 

Sficond,  that  no  person  may,  directlv 
or  indirectly,  do  any  of  the  following: 

A.  Export  or  reexport  to  or  on  hehalf 
of  a  Denied  Ber.son  anv  item  subject  to 
the  EAR; 

B.  Take  any  action  that  facilitates  the 
acipiisition  or  attempted  acipiisition  by 
a  Denied  Ber.son  of  the  ownership, 
possession,  or  control  of  any  item 
subject  to  the  EAR  that  has  been  or  will 
he  exported  from  the  United  .States, 
including  financing  or  other  siqiport 
activities  related  to  a  tran.saction 
whereby  a  Denied  Ber.son  acipiires  or 
attenijits  to  acipiire  such  ownershij), 
]K).s.ses.sion  or  control; 

G.  Take  any  action  to  acquire  from  or 
to  facilitate  the  acipiisition  or  attempted 
accpiisition  from  a  Denied  Berson  of  any 
item  subject  to  the  EAR  that  has  been 
exported  from  the  United  States; 

D.  Obtain  from  a  Denied  Ber.son  in  the 
United  .States  any  item  subject  to  the 
EAR  with  knowledge  or  reason  to  know 
that  the  item  will  he,  or  is  intended  to 
he,  exported  from  the  United  States;  or 

E.  Engage  in  any  tran.saction  to  .service 
anv  item  subject  to  the  EAR  that  has 
been  or  will  he  exported  from  the 
United  .States  and  which  is  owneil, 
jios.sessed  or  controlled  hv  a  Denied 
I’erson,  or  service  any  item,  of  whatever 
origin,  that  is  owned,  po.s.sessed  or 
controlled  by  a  Denied  Berson  if  such 
.service  involves  the  use  of  any  item 
subject  to  the  EAR  that  has  been  or  will 
he  ex])orted  from  the  United  .States.  For 
])nr])o.se.s  of  this  paragraph,  .servicing 
means  installation,  maintenance,  repair, 
modification  or  testing.  'BHIRD,  that, 
after  notice  and  ojiportimitv  for 
comment  as  provided  in  section  7()(j.23 
of  the  EAR.  any  other  person,  firm, 
corporation,  or  business  organization 
related  to  a  Denied  Berson  hv  affiliation. 
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ownershij),  control,  or  position  of 
n:sj)on.sil)ility  in  the  conduct  of  trade  or 
nilated  services  inav  also  Im;  made 
subject  to  the  j)rovisions  of  this  Onhir. 
FOURTH,  that  this  Order  does  not 
prohibit  any  export,  reexport,  or  other 
transaction  subject  to  the  FAR  where  the 
only  items  involved  that  are  subject  to 
the  FAR  are  the  foreign-i)roduc(;d  dinict 
product  of  U.S. -origin  technologv. 

In  accordance  with  the  provisions  of 
Sections  708. 24(e)  of  tin;  FAR.  Mahan 
Airways  and/or  Zarand  Aviation  may.  at 
any  time,  appi^al  this  Order  by  filing  a 
full  written  statement  in  snj)port  of  the 
appeal  with  the  Office  of  the 
Administrative  Law  |udge,  U.S.  Coa.st 
(luard  AL)  Docketing  C^enter.  40  South 
Clay  .Street.  Baltimore.  Maryland  21202- 
4022.  In  accordance  with  the  provisions 
of  .Sections  7C)().2.'l(c)(2)  and  70(i.24(e)(.'l) 
of  the  FAR.  (iatewick  LLCL  Mahmoud 
Amini.  Kosarian  Fard.  Kerman  Aviation, 
.Sirjanco  Trading  LLO.  Ali  Fslamian, 
Mahan  Air  Cameral  Trading  LLC,  .Skycc) 
(UK)  Ltd.,  F({ui|)co  (UK)  Ltd.,  and/or 
Medhi  Bahraini  may.  at  any  time.  a])])eal 
their  inclusion  as  a  relatcul  per.son  by 
filing  a  full  written  statement  in  sup])ort 
of  the  a|)peal  with  the  Office  of  the 
Administrative  Law  judge,  U..S.  ('.oast 
Ouard  AL)  Dockciting  (Center,  40  .South 
Cay  .Street.  Baltimore.  Maryland  21202- 
4022. 

In  accordance  with  the  provisions  of 
.Section  70(i.24(d)  of  the  FAR.  BLS  mav 
.seek  renewal  of  this  Order  hv  filing  a 
written  recpie.st  not  later  than  20  days 
before  the  exjiiration  date.  A  renewal 
recpiest  may  he  opposed  by  Mahan 
Airways  and/or  Zarand  Aviation  as 
provided  in  .Section  700. 24(d).  by  filing 
a  written  submission  with  the  A.ssistant 
.Secretary  of  (iommerce  for  Fxjiort 
Fnforcement.  which  mu.st  he  received 
not  later  than  seven  days  before  the 
exjiiration  date  of  the  Order. 

A  copy  of  this  Order  shall  he  provided 
to  Mahan  Airways,  Zarand  Aviation  and 
each  related  person  and  shall  he 
published  in  the  Federal  Register.  This 
Order  is  effective  immediatelv  and  shall 
remain  in  effect  for  180  davs. 

Dated:  l•’el)r^lal•v  4.  201 H. 

David  \V.  Mills. 

AssisIdiU  Sacralarv  of  (Aimiiunva  (nr  Export 
Enforcomant. 

IKK  Dee.  2(n;i-02«(i7  Kiled  2-7-1.):  0:4.')  ain| 
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DEPARTMENT  OF  COMMERCE 
International  Trade  Administration 

[A-570-924] 

Polyethylene  Terephthalate  Film, 

Sheet,  and  Strip  From  the  People’s 
Republic  of  China:  Notice  of  Court 
Decision  Not  in  Harmony  With  Final 
Results  of  Administrative  Review  and 
Notice  of  Amended  Final  Results  of 
Administrative  Review  Pursuant  to 
Court  Decision 

AGENCY:  Import  Administration, 
Intornational  Trade  Administration, 
D(!])artmont  of  (kimmorco. 
summary:  On  January  24.  2013  the 
United  States  Cxiurt  of  International 
Trade  (“CIT")  sustained  the  Department 
of  Commerce’s  (“the  Dejiartment”) 
results  of  redetermination,  jnirsuant  to 
the  CdT’s  remand  order,  in  Euwdi  Filins 
(Shandong)  Co.,  Ltd.  v.  llnitad  States, 
Slip  Op.  1.3-10  (CIT  2013).' 

(Consistent  with  the  decision  of  the 
United  .States  Court  of  Apjieals  for  the 
Federal  Circuit  (“(CAf’C”)  in  Tiinl<en  (Jo. 
V.  United  States.  803  l-.2d  337  (Fed.  Cir. 
1000)  ("Tiinken''],  as  clarified  by 
Diamond  Saw  hlades  MIfs.  (Joalilion  v. 
United  States.  02()  f’.3(i  1374  (Fed.  Cir. 

2010)  (“ Diamond  Sawhlades").  the 
Department  is  notifying  the  public  that 
the  final  judgment  in  this  ca.se  is  not  in 
harmony  with  the  Dejiartment's  FFl’ 

Film  Final  Hesnits-  and  is  amending  the 
final  results  with  respect  to  l-’uwei  I’ilms 
(.Shandong)  Co.,  Ltd.  and  .Shaoxing 
Xiangyu  Creen  Backing  Co.,  Ltd. 

DATES:  Effective  Date:  (Fehruary  4, 

2013)  *. 

FOR  FURTHER  INFORMATION  CONTACT: 
Jonathan  Hill,  Office  4,  lm])ort 
Administration.  International  Trade 
Administration,  U..S.  Dejiartment  of 
(Commerce,  14th  .Street  and  Constitution 
Avenue  N\V,  Washington,  D(L  20230; 
telejihone:  (202)  482-3.'>18. 
SUPPLEMENTARY  INFORMATION: 

‘  .Sec  Mn.'il  Rctsiills  of  K(;(l(4(!rininiili()n  I’lirsii.iiil 
loCourl  KiMiiiind.  Cdurl  N'o.  1  l-(l()(Hi1 .  daUicI 
OcIoIkm-  l.S.  2012.  availiil)l(!  al:  lillp://ia.itii.(l(>t:.!i()v/ 
riniuiiuts  ("/V"/'  Eiliii  /-7m//  llrnuinil"]:  .sec  also 
Einri'i  Eilnis  ISIt<m(li)n<’l  Co.,  Ltd.  v.  I  ’nilod  Slolos. 
(lonsol.  Ooiii'l  No.  1  1-0()(H)1.  .Slip  Op.  12-00  ((11' 
2(112)  ("Hi’iii(iiid  Opinion  and  Ordor"). 

-  Son  Polvi-lhylonn  Torophlludolo  Eihn.  Shoot,  and 
Strip  From  tho  Pooph^'s  Itopntdio  of  Chino:  Einol 
liosnits  of  tho  I'irsl  Anti<hnnpin<>  Duly 
Adinini.'itralivo  lloviow.  70  i-'K  07.5:)  (^•'(!l)I■ll^lrv  22. 

2011)  ["PE'I’  Eihn  Eiiud  lio.‘>nlts”]. 

'  Diicaiiso  Ilia  doadliiia.  l''ol)i'iiiii'v  .').  201.').  lidls  on 
a  .Sunday.  IIk;  di/adliiu;  is  poslponttd  until  thi!  lutxl 
husiiu/ss  (lav.  Soo  Nolico  of  Clorilicotion: 
Applirotion  of  ".\oxt  Itnsinoss  l)ov"  Itnio  for 
Adininistrotivo  Dotorininotion  Dondlinos  Pursnnnt 
to  tho  'I'oriff  Art  of  I ‘ISO.  as  Aniondod.  70  l-'K  245:):) 
(May  10.  2005). 


Background 

On  June  1 . 201 2,  the  CIT  remanded 
three  i.ssues  with  respect  to  the  FFT 
Film  Final  Itesalts,  two  of  which  the 
Department  reepiested  for  voluntarv 
remand.-'  .Specifically,  the  (;1T  held  that: 
(1)  The  Deiiartment  mu.st  correct 
.Shaoxing  Xiangyu  Creen  Backing  (-o. 
Ltd.'s  ("(heen  Backing”)  per  unil  water 
and  electricity  costs;  (2)  the  De])artment 
mu.st  reconsider  the  surrogate  value 
("SV”)  for  labor  ex])ense.s:  and  (3)  the 
Department  must  clarify  or  reconsider 
the  .SV  lor  polvethvlene  terephthalate 
("BFT”)  chip.s'. 

Bursuant  to  the  ("IT's  remand 
instructions,  the  Department  re¬ 
examined  record  evidence  and  made  the 
following  changes.  First,  the  Department 
revised  its  calculation  of  Creen 
Backing's  rejiorted  per-unit  water  and 
electricity  consumption.  To  correct  the 
error,  the  Dejiartment  has  assigned 
(h'een  Backing's  reported  electricity 
factor  to  the  calculated  water  in]nit.  and 
(heen  Backing's  reiiorted  water  factor  to 
the  calculated  electricity  injnit,  in  the 
calculation  of  Creen  Backing’s  cost  of 
production. 

Next,  the  Dejiartment  revised  its 
calculation  for  the  labor  .SV  in 
accordance  with  lAilior  Methodolo‘gies 
by  using  the  lejiorted  2008  ILO  (hiajiter 
OA  data  jirovided  under  the 
International  .Standard  Industrial 
(ha.ssification  Revision. 3-D  standai'd, 
the  most  contemjioraneous  (^hajiter  (lA 
data  that  were  available  at  the  time  the 
Dejiartment  conducted  the  underlying 
review."’ 

Finally,  the  Dejiartment  revised  its 
calculation  of  the  BFT  chiji  injiut  .SV  by 
using  imjioi't  data  exclusively  from 
Indian  harmonized  tariff  schedule 
category  3907.00.10. 

Tiinken  Notice 

In  its  decision  in  Timken.  893  F.2d  at 
341,  as  clarified  by  Diamond  Sawhlades, 
the  (h\FC  has  held  that,  jnirsuant  to 
section  .llOA(e)  of  the  Tariff  Act  of 
1930,  as  amended  (the  “Act”),  the 
Dejiartment  mu.st  jiuhlish  a  notice  of  a 
court  decision  that  is  not  “in  harmony” 
with  a  Dejiartment  determination  ami 
must  susjiend  li(juidation  of  entries 
jiending  a  “conclusive”  court  decision. 
The  (3T’s  Januai  y  24,  2013,  judgment 
sustaining  the  FFT  L’ilm  Final  Fernand 
constitutes  a  final  decision  of  that  court 
that  is  not  in  harmony  with  the  FFT 
Film  Final  Fesitlts.  Tliis  notice  is 
jiuhlished  in  fulfillment  of  the 

'  Soo  Honnind  Opinion  and  Order. 

''Soo  Aniidnnipinfi  Stothodolof’ios  in  Procoodinos 
Involvin'’  \'on-.\iarkot  Econoinios:  \’alnin<i  tho 
Eaolor  of  Prodnolion:  Ixitnir.  7()  TK  :)(i()!)2  (|uiu!  21. 
2011 )  ("Uihor  Mothodolofiios"]. 
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j)iil)li(;ation  ro(]uir(!inents  of  Tiinkan. 
Accordingly,  the  D(;j)artinent  will 
continue  the  sus])ension  of  li(|nidation 
of  the  subject  inerchaiulise  jjending  the 
expiration  of  the  period  of  appeal  or,  if 
app(;aled.  pcnuling  a  final  and 
conclusive  court  decision.  The  cash 
de])osit  rat(!  will  remain  tlu;  comjjanv- 
specific  rate  e.stahlished  for  tin; 
snhsecinent  and  most  nu.ent  period 
during  which  each  res])ond(!nt  was 
reviewed. 

Amended  Final  Deterininntinn 

liecanse  there  is  now  a  final  court 
decision  with  res])ect  to  the  PET  Filin 
Final  Hasnlts.  the  revised  dumping 
margins  are  as  follows: 


Exporter 

Weighted- 

average 

margin 

(percent) 

Fuwei  Films  (Shandong)  Co., 

Ltd  . 

0.27 

Shaoxing  Xiangyu  Green 

Packing  Co.,  Ltd  . 

0.00 

This  notice  is  i.ssued  and  ])uhlished  in 
accordance  with  sections  .')18A(e)(]), 
7.''il(a)(l),  and  777(i)(l)  of  the  Act. 

Dated:  l-’diniarv  4,  201  a. 

Paul  l’i(|iiaclo, 

Assistdiil  Sccralarv  for  Import 
Administration. 

II'K  Doc.  2()i:i-()2‘n  1  I'iled  2-7-1,):  «:45  am| 
BILLING  CODE  3510-DS-P 


DEPARTMENT  OF  COMMERCE 

International  Trade  Administration 

[A-475-818] 

Certain  Pasta  From  Italy:  Notice  of 
Final  Results  of  15th  Antidumping 
Duty  Administrative  Review,  Final  No 
Shipment  Determination  and 
Revocation  of  Order,  in  Part;  2010- 
2011 

agency:  lm])ort  Admini.stration, 
International  Trade  Administration. 
Dejiartment  of  (iommerce. 

SUMMARY:  The  Department  of  Commerce 
(the  Department)  is  conducting  an 
administrative  review  of  the 
antidumping  duty  order  on  certain  pa.sta 
from  Italy.  The  ])eriod  of  review  (FOR) 
is  Inly  1,'2()1().  through  )une  30,  2011. 
The  review  covers  two  mandatorv 
respondents,  Rastificio  Attilio 
Ma.slromauro  Cranoro  S.r.L.  (Cranoro). 
and  Runiino  S.|).A.  Molino  e  Rastificio 
and  its  affiliates  (Rummo),  and  five  non- 
.selected  com])anies.'  Rased  on  our 


'  'rlu!  n()ii-.s(!l(!f;l(!{l  conipaniiis  iin;:  Holticolli 
M(!(litoi'raiK!(i  .S.ii.r.l.  (liotlicolli).  Fiainina  Vasuviana 


analysis  of  the  comments  received,  we 
have  made  certain  changes  in  the 
margin  calculations  from  the 
])reliminarv  results  for  Rummo  and  its 
affiliates.  VVe  have  made  no  changes 
with  respect  to  (hanoro.  The  final 
weighted-average  dumping  margins  for 
the  reviewed  firms  are  listed  below  in 
the  sec:tion  entitled  “Final  Results  of 
Review.” 

DATES:  Fffrcliva  Data:  Fehrnary  8.  2013. 
FOR  FURTHER  INFORMATION  CONTACT: 
Stephanie  Moore  ((hanoro)  or  (Jeorge 
McMahon  (Rummo),  AD/CVD 
Ojierations,  Office  8,  Import 
Administration,  International  Trade 
Administration,  IJ.S.  Dejiartment  of 
(kmnnerce,  14th  Street  and  Constitution 
Avenue  NVV.,  Washington,  DC  20230; 
telephone:  (202)  482-3092  or  (202)  482- 
1107,  respectively. 

SUPPLEMENTARY  INFORMATION: 

Hackgroiind 

On  August  3,  2012,  the  Department 
published  the  preliminary  results  of  the 
2010-2011  administrative  review  of  the 
antidnmi)ing  duty  order  on  certain  pasta 
from  Italy.-  On  October  20.  2012, 
Rummo  and  (Jranoro  snhmitted  a  case 
hri(d.  On  November  .5.  2012,  the 
pcititioners  submitted  a  rebuttal  brief 
with  res])ect  to  Rummo.  On  D(!C(!mher 
20.  2012,  the  De])artmi;nt  i.ssued  a 
target(!d  dumping  po.st-])reliminarv 
analysis  and  invited  interested  parties  to 
comment.  *  On  )annary  7,  2013,  Rnmmo 
filed  comments  regarding  the 
Department’s  post-preliminary  analysis. 
On  )annarv  10,  2013,  the  petitioners 
field  a  rebuttal  comments  to  Rnmmo’s 
po.st-])reliminary  comments.  We 
received  no  comments  regarding  the 
po.st-i)reliminary  analysis  with  res])ect 
to  Cranoro. 

Scope  of  the  Order** 

hnjKirts  covered  by  the  order  are 
shipments  of  certain  non-egg  dry  jjasta. 


.S.r.L.  (Fiiiinma).  Induslria  Atimunlari;  I'ililxato 
Hianc.oiii  1(147  S.p.A.  (I'llilMiilo).  I’aslilicio  Fialelli 
Cclliiu).  .S.r.L  (Ocllino).  and  Faslilicio  Zaliiri 
(Zalliri). 

-  Sea  Carldin  Pasta  from  Itaty:  Xntiaa  of 
Pr(‘linnnarv  lt(rsalls  of  Anlitlainpin;.’  Dalv 
.Xdininistrativa  liaviaw.  77  FK  4(i;t77  (Auf^iisl  ;i. 
2012)  (Pratiniinan'  Itasalls). 

'  Saa  MiMiuiraiiitiiin  lo  Lviin  I'i.sclirr  Fox.  Ocpulv 
Assislaiil  .Sacralarv  tor  Policy  and  Nof^olialions  Iroiii 
Carv  I’aviainan.  .Senior  Advisor  lor  Anlidiini|)in" 
and  Counhnxailin^  Only  Opiaalions.  lilUul  2010/ 
201  1  K(!vi(;\v  of  llic  Anlidnnipin^  Only  Order  on 
Certain  Pasta  Iroin  Maly:  Post-Preliminary  Analysis 
(Post-Preliminary  Analysis)  dated  l)(!ceml)er  20. 
2012. 

'  F'or  a  com|)let(!  description,  including  the 
(ixchisions  lo  the  scope,  .s(!e  Pn'timinarv  Itasalls.  On 
October  10.  2012.  the  lleparlmenl  rm  ised  the 
".Sco|)e  of  the  Order"  to  recognize  the  FTI- 
anlhorized  Italian  agents  lor  purposes  of  the 
antidum|)ing  and  connieryailing  duly  orders  on 


The  merchandi.se  subject  to  review  is 
cnrrentlv  classifiable  under  items 
19()1.9().'9().9.5  and  1902.19.20  of  the 
Harmonized  Tariff  Schedule  of  the 
United  Stiites  (HTSl)S).  Although  the 
HTSIJS  siihheadings  are  jtrovided  for 
convenience  and  customs  purposes,  the 
written  description  of  the  merchandise 
subject  to  the  order  is  dispositive. 

Analysis  of  Comments  Received 

All  issues  rai.sed  in  the  case  and 
rebuttal  briefs  by  jiarties  to  this 
administrative  review  are  addre.ssed  in 
the  “Issues  and  Det:ision  Memorandum 
for  the  Final  Results  of  the  l.'ith 
Administrative  Review  of  the 
Antidumping  Duty  Order  on  C.ertain 
Rasta  from  Italy:  2010-2011,"  from 
(Christian  Marsh,  Deputy  Assistant 
Secretary  for  /\ntidumping  and 
Countervailing  Duty  Operations  to  Raul 
Ritliiado,  A.s,si.stant  Secretary  for  Imjtort 
Administration,  (l.ssttes  and  Decision 
Memorandum),  dattul  concurrently  with 
this  notice  and  which  is  hereby  aclojited 
by  this  notice.  A  list  of  the  issues  which 
parties  have  rai.sed.  and  to  which  we 
hiive  rttsjKtnded  in  the  Issues  and 
Decision  Memorandum,  is  attached  to 
this  notice  as  an  A])pendix.  The  issmts 
itnd  Decision  Memorandiim  is  a  public 
doenment  and  is  on  file  electronicallv 
vici  hn]K)rt  Administration's 
Antidumping  ;md  Countervailing  Duty 
(ientraliztul  Flectronic  Service  .Svstttm 
(lA  ACCESS).  lA  ACCESS  is  available  in 
the  (Central  Records  Unit,  main 
(ionunerct!  Building,  Room  7()4(').  In 
addition,  a  complete  version  of  the 
Issues  ciiid  Decision  Memorandiim  can 
he  accessed  directly  on  the  Web  at 
hHp://ia.ita.do(:.gov/frn/.  The  signed 
Issues  and  Decision  Memorandum  and 
electronic  version  of  the  Issues  and 
Decision  Memorandum  are  identical  in 
content. 

C.hanges  Since  the  Preliminary  Results 

Ba.sed  on  otir  analysis  of  comments 
received  for  Rummo.  we  have 
recalculated  Riunmo's  weighted-average 
dumping  margin.  Rummo’s  adjiistments 
are  discu.ssed  in  detail  in  the 
accompanying  final  calculation 
memonmdum.'’  As  a  result  of  the 
aforementioned  recalculation  of 
Rmnmo’s  rate  and  as  we  have  excluded 


pustii  Iroin  hilly.  .Sec  Moinonnuhiin  Iroin  Viisinin 
Niiir  lo  .Siisiin  Knhhiich.  liihul  "Kocognilion  ol  FTI 
Orgiinic  Cortilying  AgonIs  lor  Corlil'ying  Orgiinic 
Pii.slii  Iroin  hilly."  diilod  Ootohor  10.  2012.  whidi  is 
on  lilo  in  Iho  Doiiiirlinonfs  OKU.  Wo  hiivo  adoptod 
this  .scopo  docision  in  this  enrront  iidininisli'iiliyo 
roviow  olCortain  piisla  Iroin  Italy. 

'  Sai:  Moinorandiiin  to  tho  F’ilo  lillod  "Calculiilion 
.Moinoi'iindnin  lor  Kninino  .S.p.A.  Molino  o  Piistil'icio 
and  its  allilialos  (Knnnno)  lor  tho  F'iiiiil  Kosnlts  ot 
tho  Llth  Adniinislraliyo  Koviow  olCortain  Pasta 
Iroin  Italy. "  datod  Fotinniry  1. 20i:t. 
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llie  (ie  winiiuis  rate  calculated  for 
(Jranoro.  the  weighted-average  dumping 
inai^in  for  the  three  non-selected 
companies  has  changed.  'Fhe  r/e  luiniitiis 
rate  calculated  for  Clranoro  remains 
unchanged  from  the  PwUminurv 
lU^siilts. 

Petitioners’  Targeted  Dumping 
Allegation 

As  noted  in  the  Pn^IhuiiKirv  Hasiilts. 
the  petitioners  asserteil  that  the 
Dtipartment  should  u.se  an  alternative 
comparison  method  for  (aanoro  and 
Kummo  based  on  their  allegations  of 
targeted  dumping.**  The  j)etitioners 
argue  the  Department  should  conduct  a 
targeted  dumping  analysis,  as  currently 
applied  in  antidumi)ing  inve.stigations. 
and  employ  average-to-transaction 
comjiarisons  without  offsets  should  the 
D(!parlment  find  that  the  record 
supports  its  allegation  of  targeted 
dumping."  The  Department  issued  a 
post-preliminarv  analysis  to  addre.ss 
petitioners’  targeted  dumping  allegation 
on  Decemher  28,  2012.“ 

As  a  result  of  the  a])])lication  of  its 
tai-geted  dum|)ing  analysis,  the 
D(!partment  continues  to  find  for 
('•ranoro  that  a  pattern  of  ex|)ort  prices 
(or  construcltul  export  jjrices)  for 
comparable  merchandise  that  differ 
significantly  among  certain  piirchascMS. 
regions,  and  tiim;  |)eriods  exi.sts.*'  For 
(Iranoro.  hecau.se  this  methodology  does 
not  yield  a  weighted-average  dum])ing 
margin  that  is  meaningfully  different 
than  the  weighted-average  dumj)ing 
calculated  using  the  average-to- 
transaction  (A-to-T)  methodology,  the 
D(!])artment  finds  that  the  observed 
price  differences  can  he  taken  into 
account  by  the  average-to-average  (A-to- 
A)  method.  For  Rummo.  there  does  not 
exist  a  ])attern  of  export  prices  (or 
constructed  exj)ort  prices)  for 
comparable  merchandise  that  differs 
significantly  among  consumers,  regions, 
or  time  periods,  and.  thus,  we  have  u.sed 
the  A-to-A  mcithod  to  calculate 

'■.Sec  lln!  |)i!tilioii(!rs'  altd^.ition  of  taif’iilcd 
(tiiinpin^  witli  ntsixK:!  to  Oranoro.  datcxi  April  2(1. 
2012.  at  1-K.  and  tlio  p(Mition(!rs'  allocation  ot 
(arot^tod  dinnpinc  witli  ntspoct  to  Knnnno.  dattxi 
April  20.  2012.  at  1-8,  l)otli  (citinc  I'.ovtuiti  Staol 
\(iils  from  Ihc  Pvoplo's  licpiihlic  of  Chino:  Final 
Drtonnination  of  Solos  ol  Ij‘ss  Than  Foir  X’oino  and 
FoiHol  Affinnotivo  Drionninolion  ofCrilicol 
Circninstoncos.  7.'1  l'’K  :i:i.il77  (Inno  Hi.  2008)  [Slool 
Xoils).  and  accoinpanyinc  Issnos  and  I)tK:ision 
Moinorandnin  at  Connnitnt  8:  Mnllilovorod  W'ooil 
Floorini’  from  tho  FoopliFs  KopnhUc  of  Chino:  Fimd 
I lolormi nolion  oj  S(dos  ol  h'ss  I'hon  Foir  X'idiio.  70 
I'R  041118  (Ootolxir  18.  201 1)  (U'oof/  Floorin<>].  and 
acconipanvinc  issnos  and  Docision  .Moinorandnin 
(ll)M)  at  Connnont  4. 

^.Soo  tlio  Dopartinont's  accoinpanvinc  IDM  at 
Connnont  (i. 

“.SVk,-  I’ost-l’roliminary  Analysis. 

'‘Sis;  tlio  IDM  at  Connnont  0. 


Rummo’s  weighted-average  dumping 
margin  on  certain  jiast.i  from  Italy  for 
the  FOR. 

Determination  of  No  Review'ahle 
Entries 

On  Augii.st  30.  2011,  :md  September  0. 
201 1.  Fiamma  '*’  and  Botticelli.' ' 
resjiectively.  reported  to  the  De])artment 
that  neither  comiianv  had  anv  exports, 
sales  or  entries  of  subject  merchandise 
to  the  United  Slates  during  the  BOR.  In 
the  PmliniiiKirv  Pasiilts,  the  De|)artment 
issued  its  “Breliminarv  Determination  of 
No  Reviewahle  Entries”  with  respect  to 
Fiamma  and  Botticelli  and  stated 
“  jbjecau.se  "as  entered”  liijuidation 
instructions  do  not  alleviate  the 
concerns  which  the  Assassniant  Policy 
Notice  was  intended  to  addre.ss. 
instead  of  re.scinding  the  review  with 
respect  to  Botticelli  and  Fiamm;i.  we 
find  it  appro])riate  to  complete  the 
ntview  and  issue  li(|uidalion 
instructions  to  U.S.  (aistoms  and  Border 
Protection  (CBP)  concerning  entries  for 
the.se  companies  following  the  fimil 
results  of  the  review.” 

We  receiviul  no  comments  from 
interested  jiarlies  regarding  these 
companies  and  continue  to  find  no 
reviewcihle  eniriits.  Accordingly, 
jnirsuant  to  the  Asscssnunit  Policy 
Notice  (“automatic  assessment” 
clarification),  we  intend  to  instruct  UBP 
to  liiiuidate  any  exi.sting  entriits  of 
merchamlise  produced  by  Botticelli  and 
Fiamma  but  ex])orted  by  other  parties  at 
the  all-others  rate." 

Final  Results  of  Review 

We  determine  that  the  following 
weighted-average  dum])ing  margins 
exist  for  the  period  )nlv  1, 201 0,  through 
)une30,  2011: 

'"In  it.s  Inttnr  (it  August  30.  201 1.  Miiinmii  stiitnd 
tliiit  "Fiainniii  Vnsiiviaiiii  luirnliy  inlnrins  tlui 
Dapartinont  ol  (ainimnrcd  tliat  it  liad  no  o.xports. 
salos  or  ontrios  of  pasta  sniijoct  to  (lie  antidnin|)in“ 
ordor  on  pasta  from  Italy  to  tiui  llnitod  Statos  dnrin<{ 
tiu!  poriod  of  royi(!\y.  |uly  1. 2010  thniu^li  |inu!  30. 
2011." 

' '  In  its  loltor  of  .Soptomhor  (i.  2011.  Botlicolli 
slalod.  "liollioolli  ModiloiTanoo  linllmr  informs  llm 
Doparlmiml  of  Comnmrco  that  it  is  locatod  in 
I'unisia:  that  it  prodneos  and  oxports  oliyo  oil  and 
is  not  inyolyod  in  tlm  production,  distrilnition  or 
sale  of  |)as(a  in  any  way:  and  that  it  docs  not  hayc 
any  oiiorations  ol  any  typo  in  Italy." 

Soo  Aniidnmpin"  ond  Connloixoilinp,  Only 
Frocoodin"s:  AssossmonI  of  Anlidnmpinn  Ikdios.  08 
I'K  230.')4  (May  (i.  2003)  [Anlomolic  AssiissmonI 
Clorifioolion). 

'  ‘  .See  FroUminory  llosidls  at  4(i370. 

.S’ee,  e.»..  Mofinosinm  Molid  From  Iho  Hussion 
Fodorolion:  FroUminory  llosidls  of  Anlidumpiny 
Duly  Adminisirolivo  lloviow.  7.')  FK  2(>il22.  20023 
(May  13.  2010).  imclianged  in  Moynosinm  Molol 
From  Iho  Hussion  Fodorolion:  Final  llosidls  of 
Aniidnmpinii  Duly  Adminisirolivo  lloviow.  7.")  FK 
.'iO'lOO  (.September  17.  2010), 


Manufacturer/ 

exporter 

Weighted-average 
dumping 
margin  (percent) 

Rummo  . 

5.11 

Granoro . 

0,00 

Review-Specific 

Average  Rate 

Applicable  to  the 

Following  Com- 

panies:  Filiberto, 

Cellino,  and 

Zaffiri 

5.11 

Duty  Assessment 

The  Department  shall  determine  and 
(33P  shall  as.sess  antidiimjiing  duties  on 
all  a})propriale  entries.  For  any 
individually  examined  re.s]iondents 
whose  weighted-average  dumping 
margin  is  above  de  minimis,  we 
calculated  im]H)rter-s])ecific  ad  valorem 
duty  assessment  rates  based  on  the  ratio 
of  the  total  amount  of  dumjiing 
calculated  for  the  im])orter’.s  examined 
sales  to  the  total  entered  value  of  those 
.same  sales  in  accordance  with  19  CFR 
3.'il.212(l))(l).'^  Upon  issuance  of  the 
final  results  of  this  administrative; 
re\'iew,  if  any  imjiorter-specific 
assessment  rates  calculated  in  the  final 
results  an;  above  de  minimis  [i.e.,  at  or 
above  ()..'i  percent),  the  Department  will 
issue  api)raisement  instructions  directly 
to  (33P  to  ii.ssess  antidnm])ing  duties  on 
a|)])ropri;ite  entries. 

To  determine  whether  the  duty 
as.sessmitnt  nites  covering  the  jjeriod 
were  de  minimis,  in  accordance  with 
the  r(;qnir(;ment  set  forth  in  19  (iFR 
B.^l  .l()(j(c)(2).  for  each  respondent  we 
calculated  imjjorter  (or  customer)- 
specific  ad  valorem  rates  by  aggregating 
the  amount  of  dumping  calculated  for 
all  U.S.  sales  to  that  importer  or 
cu.stomer  and  dividing  this  amount  by 
the  total  entered  value  of  the  sales  to 
that  imjforter  (or  customer).  Where  an 
importer  (or  cnstomer)-.specific  ad 
valorem  rate  is  greater  than  de  minimis, 
and  the  resjfondent  has  re])orted  reliable 
entered  values,  we  apjfly  the  a.sse.ssment 
rate  to  the  entered  value  of  the 
imjjorter's/cn.stomer's  entries  during  the 
review  period.  Where  an  imjforter  (or 

'"’TIu;  wciglitcd-iiyci'iif^c!  dumpin”  miir”ins  for 
Cnmoni  <md  Kummo  includo  im  iidjiistmont  for  tlm 
comitcryailin^  duty  offset  to  accoimt  for  tlm  export 
subsidy  portion  of  tlm  coimleryailiug  duties  ajipliei 
to  these  companies,  as  defined  in  tlm  field  (A'Dl  I. 

'"This  rate  is  liased  on  tlm  rates  for  the 
respondents  (liat  were  selected  for  indiyidiial 
review.  e\cliidiii<>  rates  tliat  are  zero,  do  minimis  or 
liased  entirely  on  facts  availalile. 

'''  In  these  final  results,  (be  Department  ajiplied 
(be  a.sse.ssment  rate  calculation  method  adopted  in 
.  Xnlidnmpin"  Froroodings:  Colrulolion  of  Iho 
W'oighlod-Avorono  Dumping  Moigin  ond 
AssossmonI  Halo  in  Corloin  Aniidumping 
Froooodings:  Finul  Modificolion.  77  FK  8101 
(February  14.  2012). 
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(:ustom(M')-s])(K:ifi(:  (td  vcdorain  rate  is 
greater  than  r/e  inininns  and  we  do  not 
have  reliable  entered  values,  we 
calculate  a  ))er-nnit  assessment  rate  hy 
aggregating  the  amount  of  dnm]nng  for 
all  IJ.S.  ,sal{!s  to  each  im])orter  (or 
caistomer)  and  dividing  this  amount  hv 
die  total  (luantity  sold  to  that  importer 
(or  customer). 

The  Diipartmenl  clarified  its 
“automatic  assessment”  regulation  on 
May  (i,  2003.'**  This  clarification  will 
ajiply  to  entries  of  subject  merchandise 
during  the  FOR  jiroduced  by  the 
respondent  for  which  it  did  not  know  its 
merchandise  was  destimid  for  the 
United  States.  In  such  instances,  we  will 
instruct  CI3F  to  licjnidate  unreviewed 
entries  at  the  all-others  rate  if  there  is  no 
rate  for  the  intermediate  companv(ies) 
involveil  in  the  tran.saction.  For  a  full 
discussion  of  this  clarification,  see  the 
Automatic  Assessment  (Clarification. 

Oash  Deposit  Ke(|uirenieiits 

The  following  cash  deposit  rates  will 
he  effective  u])on  ])uhlication  of  the 
final  results  of  this  administrative 
review  for  all  shijiments  of  pasta  from 
Italv  entered,  or  withdrawn  from 
warehouse,  for  cousum])tion  on  or  after 
the  publication  date  of  these  final 
results,  as  provided  for  by  section 
7,'il  (a)(1)  of  the  Tariff  Act  of  1930,  as 
amended  (the  Act):  (1)  The  cash  deposit 
rate  for  companies  subject  to  this  review 
will  he  th(!  rate  estahlisluul  in  the  final 
r(!sults  of  this  review,  excej)t  if  the  rate 
is  less  than  ()..'i  ])ercent  and,  therefore. 
de  minimis,  no  c:ash  dejjosit  will  h(! 
r(;(]uired:  (2)  if  the  ex))orter  is  not  a  firm 
covered  in  this  review,  hut  was  covered 
in  a  previous  review  or  the  original  hiss- 
than-fair-value  (LTFV)  investigation,  the 
cash  deposit  rate  will  continue  to  he  the 
company-specific  rate  established  for 
the  mo.st  recent  jjeriod;  (3)  if  the 
ex})orter  is  not  a  firm  covenul  in  this 
ixn'iew,  a  prior  review,  or  the  LTFV 
investigation,  hut  the  manufacturer  is, 
the  cash  dei)osit  rate  will  he  the  rate 
established  for  the  mo.st  recent  period 
for  the  manufacturer  of  the  subject 
merchandise:  and  (4)  if  neither  the 
export(;r  nor  the  manufacturer  is  a  firm 
covered  by  this  review,  a  prior  review, 
or  the  L'l'FV  investigation,  the  cash 
dejjosit  rate  will  lx;  1.5.45  percent,  the 
all-others  rate  e.stahlished  in  the  .Section 
129  determination."’  The.se  cash  deposit 

.S'tv?  Atilontiilic  Assifsnincnl  Clmifimlion. 

Son  Iniplcnirnlalion  of  llw  l’in(lin’>s  of  tho  WTO 
Panol  in  I  '.S’ — Zovoinp,  IfiCI:  \'oti(v  of 
Drimninolions  t'luicr  Soction  129  of  I  ho  I  'rnonoy 
lioiind  Aiiioonumts  Art  anil  llovocations  and  Partial 
llovocalions  of  (iorlain  Anliihnnpin}’  Dntv  Ordors. 

72  FR  2.'j2(il  (May  4.  2007). 


re(|uirements  shall  remain  in  effect  until 
further  notice. 

Notification  to  Importers 

This  notice  serves  as  a  final  reminder 
to  im])orter.s  of  their  res])onsil)ilitv 
under  19  CFR  351 .4()2(f)(2)  to  file  a 
certificate  riigarding  the  reimhur.sement 
of  antidumping  and/or  countervailing 
duties  prior  to  licpiidation  of  the 
relevant  entries  during  this  review 
jieriod.  Failure  to  com])ly  with  this 
reciuirement  coidd  result  iu  the 
.Secretary’s  presumption  that 
reimhur.sement  of  antidumiiing  and/or 
countervailing  duties  occurred  and  the 
suhseejuent  increase  in  antidumjiing 
duties  by  the  amount  of  antidumping 
and/or  countervailing  duties 
ndmhur.sed. 

Notification  Regarding  APOs 

'Phis  notice  also  serves  as  a  reminder 
to  ])arties  subject  to  administrative 
protective  orders  (AFO)  of  their 
responsibility  concerning  the 
disjjosition  of  projirietarv  information 
disclosed  under  Al’O  in  accordance 
with  19  CFR  351.3()5(a)(5).  Timely 
written  notification  of  tin;  return/ 
de.struction  of  AFO  materials  or 
conversion  to  judicial  protective  order  is 
hereby  recpie.sted.  Failure  to  coiujilv 
with  the  regulations  and  terms  of  an 
AFO  is  a  sanctionahle  violation. 

'riiis  admini.strative  nndew  and  notice 
are  in  acconlance  with  sections 
751(a)(1)  and  777(i)(l )  of  the  Act. 

llal(!(l:  I'’el)riiaiy  1.  2013. 

Paul  Pi(|iia(l(i, 

AssislanI  Secridary  for  Iniporl 
Adininislridion. 

Appendix  I 

List  uf  Comments  in  the  Issues  and  Uecisioii 
Memorandum 

CominenI  1:  WluMher  the  Dtspartnuail  Should 
C()llaps(!  the  l<(!|)()rled  Control  Numhers  for 
Cranoro 

Coinment  2:  Whether  the  D(!])ai  tin(!nt  .Should 
Offset  ’fraiisport  Kecovtu'v  Against  U..S. 
Freight  for  Cranoro 

Comment  3:  Wlu!th(;r  tlu;  De|)ai'tm(!nt  Frreil 
in  A])])lying  Quarterly  Cost  to  Cranoro 
Comment  4;  Wluither  the  Dtipartnumt  .Should 
Continue  To  Kelv  on  Prottnn  Contemt  Hasiul 
on  tin;  Nutritional  Lalx;! 

Comment  .5:  Wlujtlun'  tin;  Diipartimmt  .Should 
R(!vi(!W  All  of  Kummo's  FF  Fntries  During 
the  FOR 

Comment  ti:  Analysis  of  Targeted  Dumping 
All(;gation 

|FK  tloc.  2(n:t-(l2(l()<)  FilocI  2-7-13;  «:4.'i  and 
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DEPARTMENT  OF  COMMERCE 
International  Trade  Administration 
[A-201-820] 

Fresh  Tomatoes  From  Mexico:  Intent 
To  Terminate  Suspension  Agreement 
and  Resume  Antidumping 
Investigation  and  Intent  To  Terminate 
Sunset  Review 

AGENCY:  Imjiurl  Admini.stration. 
lutornatioual  Trade  Administration, 
Dopartmont  of  Commerce. 
summary:  On  February  2.  2013,  the 
Department  of  Commerce  (the 
De|)artment)  and  Mexican  tomato 
growers/exporters  accounting  for  a 
significant  percentage  of  all  fresh 
tomatoes  imported  into  the  United 
.States  from  Mexico  initialed  a  draft 
agreement  that  would  suspend  a 
resumed  antidumjiing  inve.stigation  on 
fresh  tomatoes  from  Mexico.  Based  on 
this  draft  agreement,  and  if  an 
acceptable  agreement  is  nuiched,  we 
anticipate  that  the  Mexican  tomato 
growers/exporters  will  withdraw  from 
the  2008  Agreement  in  order  to  enter 
into  a  new  agreement.  If  the  Mexican 
tomato  growers/exjiorters  withdraw 
from  the  2008  Agreement,  the 
Agreement  will  no  longer  cover 
substantially  all  impiirts  of  friish 
tomatoes  from  Mexico.  Accordinglv,  the 
Department  of  Commerce  would 
terminate  the  suspension  agreement  and 
resume  the  autidumpiug  investigation. 

Ill  addition,  in  the  event  the  Department 
terminates  the  susjiension  agreement 
and  resumes  the  inve.stigation.  the 
Department  intends  to  terminate  the 
ongoing  sun.set  review.  Conclusion  of  a 
new  agreement  would  result  in 
suspension  of  the  resumed 
investigation. 

DATES:  Effective  Date:  F'ehruary  8.  2013. 
FOR  FURTHER  INFORMATION  CONTACT: 
ludith  Wev  Rudman  or  Julie  Santohoni 
at  (202)  482-0192  or  (202)  482-3003, 
resjiectively:  Office  of  Folicy.  Imjiort 
Administration,  International  Trade 
Admini.stration,  IJ..S.  Department  of 
Commerce,  14th  .Street  8:  Constitution 
Avenue  N\Y.,  Washington.  DC  20230. 
SUPPLEMENTARY  INFORMATION: 

Background 

On  April  18.  1990,  the  Department 
initiated  an  antidumping  inve.stigation 
to  determine  whether  imports  of  fresh 
tomatoes  from  Mexico  are  being,  or  are 
likely  to  he,  .sold  in  the  United  .States  at 
le.ss  than  fair  value  (LTFV)  (01  FR 
18377,  April  25,  1990).  On  May  10. 
1990,  the  United  States  International 
Trade  (iommi.ssion  (ITC)  notified  the 
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lD(!|)€irtin(!nt  of  its  affirmative 
|)reliminary  injury  ileterinination. 

On  ()(:loi)er  10,  195)0,  tlu;  Diipartinmil 
and  M(!xi(;an  tomato  gro\vers/exporl(!rs 
initiaUui  a  propo.sed  agreement  to 
suspend  the  antidumping  investigation. 
On  October  28.  15)5)(i.  the  Dei)artment 
pndiminarily  determimid  that  imports 
of  fresh  tomatoes  from  Mexico  an;  h(;ing 
sold  at  LTFV  in  the  United  Stat(;s.  .See 
Notice  oj  Prcliniinorv  IJcIcnninotion  of 
Soles  at  Less  Than  Fair  \’alae  and 
Postponement  of  Final  Determination: 
Fresh  Tomatoes  from  Mexico.  01  l'"R 
.SOOUH  (Noveml)(;r  1.  15)90)  (Preliminaiv 
Determination).  On  tin;  same  day  on 
which  the  Department  issued  the 
Preliminary  Determination,  the 
D(;partment  and  certain  growers/ 
ex])orter.s  of  fresh  tomatoes  from  Mexico 
signed  an  agreenn;nt  to  suspend  the 
investigation  (15)5)0  Sus])ension 
Agniement).  See  Suspension  of 
Antidumping  Investigation:  Fresh 
Tomatoes  from  Mexico.  01  FR  .SOOIO 
(November  1 .  195)0). 

On  May  .31, 2()()2,  Mexican  tomato 
growers/exj)orter.s  accounting  for  a 
significant  percentage  of  all  fresh 
tomatoes  imj)orted  into  the  United 
States  from  Mexico  provid(;d  written 
notice  to  the  Department  of  their 
withdrawal  from  the  15)5)0  Suspension 
Agr(;ement.  effective  )nly  30.  2002. 
Bt;cause  the  15)5)0  Sus])en.sion 
Agreement  would  no  longer  cover 
substantially  all  imports  of  fresh 
tomatoes  from  Mexico,  effective  (idy  30. 
2002.  the  Department  terminat(;d  the 
15)5)0  Suspension  Agreement,  terminated 
the  sunset  review  of  the  suspended 
investigation,  and  resumed  the 
antidumjjing  inve.stigation.  See  Notice 
of  Termination  of  Sns})ension 
Agreement.  Termination  of  Sunset 
lleview,  and  Resumption  of 
Antidnm})ing  Investigation:  Fresh 
Tomatoes  from  Mexico.  07  h'R  .'iOO.'iH 
(August  0,  2002). 

On  November  8.  2002.  the  Department 
and  M(;xican  tomato  grower.s/exj)orter.s 
initialed  a  proposed  agreement 
suspending  the  resumed  antidumping 
inve.stigation  tai  imports  of  fresh 
tomatoes  from  Mexico.  On  December  4, 

2002.  the  D(;partment  and  certain 
growers/exporters  of  fresh  tomatoes 
from  Mexico  signed  a  new  su.si)ension 
agre(;ment  (2002  Suspension 
Agr(;(;ment).  .See  Suspension  of 
Antidumping  Investigation:  Fresh 
'Tomatoes  From  Mexico.  07  f’R  77044 
(D(;cemt)er  10.  2002).  On  November  3, 

2003,  the  Department  published  the 
Fined  Resnits  of  Aindysis  of  Reference 
Prices  and  Clarifications  and 
Corrections:  Agreement  Suspending  the 
Antidumping  Dntv  Investigation  on 


l•'resh  Tomatoes  From  Mexico.  08  FR 
02281  (November  3.  2003). 

On  November  20,  2007,  Mexican 
tomato  grower.s/(;xporter.s  accounting  for 
a  significant  i)ercentage  of  all  fresh 
tomatoes  imported  into  the  Unit(;d 
States  from  Mexico  |)rovided  written 
notice  to  the;  Dei)artment  of  their 
withdrawal  from  the  2002  Su.s])ension 
Agr(;ement.  effec:tive  5)0  days  from  tlu; 
dati;  of  th(;ir  withdrawal  l(;tter  (i.e.. 
February  24,  2008),  or  earli(;r,  at  tlu; 
Department’s  di,scr(;tion. 

On  Noveml)i;r  28.  2007,  tlu; 
D(;partnu;nt  and  Mexican  tomato 
growers/ex])orters  initialed  a  new 
propo.sed  agreement  to  suspend  the 
antidum])ing  investigation  on  imports  of 
fresh  tomato(;s  from  Mexico.  On 
December  3,  2007,  the  Department 
released  the  initialed  agreement  to 
interested  parties  and  afforded  them  an 
o])portunity  to  comment  on  the  initialed 
agreement.  On  December  17  and  18. 
2007,  several  interested  parties  filed 
comments  in  support  of  the  initialed 
agreement. 

Because  the  2002  Sus])en.sion 
Agreement  would  no  longer  cover 
substantially  all  im|)orts  of  fresh 
tomatoes  from  M(;xico,  the  D(;])artment 
l)uhli.shed  a  notice;  of  int(;nt  to  terminate 
tlu;  2002  Su.sp(;n.sion  Agr(;enu;nt,  intent 
to  t(;rminate  tlu;  five-v(;ar  sun.set  r(;view 
e)f  tlu;  .suspend(;d  inv(;.stigaticj‘'..  and 
intent  to  r(;sunu;  tlu;  anlidum])ing 
investigation.  See  Fresh  'Tomatoes  from 
Mexico:  Notice  of  Intent  to  'Terminate 
SnsfHmsion  Agreement.  Intent  to 
'Terminate  the  Five-Year  Sunset  Review, 
and  Intent  to  Resume  Antidumping 
Investigation.  I'l  FR  70820  (December 
13.  2007).  On  January  10,  2008.  the 
Di;partment  published  a  notice  of 
termination  of  tlu;  2002  Suspension 
Agreement,  termination  the  five-y(;ar 
sunset  review  of  the  suspended 
inve.stigation,  and  r(;.sum])tion  of  the 
antidum|jing  inve.stigation,  effective 
lanuarv  18,  2008.  See  Fresh  'Tomatoes 
from  Mexico:  Notice  of  Termination  of 
Suspension  Agreement,  'Termination  of 
Five-Year  Sunset  Review,  and 
Resumption  of  Antidumping 
Investigation.  73  FR  2887  (Januarv  10, 
2008). 

On  January  22,  2008,  the  D(;partment 
signed  a  iu;w  susp(;n.sion  agn;ement 
(2008  Su.sp(;n.sion  Agr(;(;ment)  with 
c(;i  tain  grow(;r.s/(;xporter.s  of  (r(;.sh 
tomatoes  from  Mexico.  See  Susj)ension 
of  Antidumping  Investigation:  Fresh 
Tomatoes  from  Mexico,  73  f’R  4831 
(January  28.  2008). 

On  yXugu.st  l.'i.  2012,  certain  Mexican 
grower.s/ex porters  filed  a  letter  with  the 
Departnu;nt  r(;(iue.sting  consultations 
under  .s(;ction  IV.CF  of  the  2008 
Su.si)en.sion  Agreement  and  the 


D(;partment  agr(;ed  to  consult.  As  a 
result  of  these  consultations,  on 
February  2,  2013,  the  Dei)artnu;nt  and 
M(;xican  tomato  growers/export(;r.s 
accounting  for  a  significant  perc(;ntage 
of  all  fr(;.sh  tomatoes  imported  into  tlu; 
Unit(;d  Stat(;s  from  Mexico  initialed  a 
draft  agre(;nu;nt  that  would  suspend  a 
re.sum(;d  antidumping  inv(;stigation  on 
fresh  tomatoes  from  Mexico. 

Scope  of  the  Investigation 

rhe  merc;handise  subject  to  the 
su.si)ended  inv(;stigation  is  all  fresh  or 
chill(;d  tomatoes  (fr(;.sh  tomatoes)  which 
have  Mexico  as  their  origin,  exce])t  for 
those  tomatoes  which  are  for  processing. 
For  j)urj)oses  of  this  suspended 
investigation,  processing  is  defined  to 
include  preserving  by  any  comnu;rcial 
process,  such  as  canning,  dehydrating, 
drying,  or  tlu;  addition  of  chemical 
substances,  or  converting  the  tomato 
product  into  juices,  .sauces,  or  purees. 
Fr(;sh  tomatoes  that  are  imported  for 
cutting  up,  iu)t  further  juocessing  (e.g.. 
tomatoes  u.sed  in  the  preparation  of 
fresh  salsa  or  salad  bars),  an;  covered  hv 
this  Agreement. 

(Commercially  grown  tomatoc;s.  both 
for  the  fresh  mark(;t  and  for  ])roce.ssing, 
are  classified  as  Lycopersicon 
c;scul(;ntum.  Important  commercial 
varieties  of  fresh  tomato(;s  include; 
common  round,  cherrv,  grape,  plum, 
grc;(;nhouse,  and  |)ear  tomato(;.s,  all  of 
which  are  covered  by  this  investigation. 

Tomatoes  im])ort(;d  from  M(;xico 
covered  by  this  su.s])end(;d  invc;.stigation 
are  clas.sifi(;d  und(;r  the  following 
subheadings  of  the  Harmonized  'I’ariff 
ScheduUcs  of  the  United  States 
(HTSUS),  according  to  the  s(;ason  of 
importation:  0702  and  5)5)00.07.01 
through  5)5)00.07.05).  Although  the 
HTSUS  numbers  are  provided  for 
conv(;nience  and  customs  purpos(;.s,  the 
written  d(;.scrij)tion  of  the  scope  of  this 
suspended  investigation  is  dis])ositivc;. 

Intent  To  Terminate  Suspension 
Agreement  and  Resume  the 
Antidumping  Investigation 

Based  on  the  initialed  draft 
agrc;enu;nt,  and  if  an  acceptable 
agr(;{;ment  is  reached,  wc;  antieijjate;  that 
the  Mexican  tomato  grow(;r.s  will 
withdraw  from  the  2008  Susp(;nsion 
Agreement.  If  tlu;  grow(;rs/(;xport(;rs 
accounting  for  a  significant  perc(;ntage 
of  (;xport.s  of  tomato(;.s  to  the  United 
.States  withdraw  from  the  2008 
.Suspension  Agr(;enu;nt.  the  2008 
.Su.s|)(;n.sion  Agreement  will  no  longer 
cover  substantially  all  imi)orts  of  fr(;sh 
tomatoes  from  Mexico.  Accordingly,  the 
D(;partnu;nt  would  terminate  the  2008 
.Susicension  Agreement  and  resume  the 
antidumping  inve.stigation  in 
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accordance  with  section  734(i)(l)(I3)  of 
the  Tariff  Act  of  l‘)3().  as  amended  (the 
Act).  Fursnant  to  section  734{i)(l){B)  of 
the  Act.  tlie  De])artinent  would  resume 
the  investigation  as  if  it  liad  i)nl)lished 
the  affirmative  ])reliminarv 
determination  under  .section  733(h)  of 
the  Act  on  the  effective  date  of  the 
termination.  As  exj)laini!d  in  the 
Pi'dliminarv  Di^tannination  (81  FR  at 
.'ititiOO),  tlie  Department  postponed  the 
final  determination  until  the  13.'jth  day 
after  the  date  of  the  preliminary 
determination.  The  I3e]3artment 
therefore  would  make  its  final 
determination  in  a  resumed 
investigation  within  13.'}  days  of 
termination  of  the  2008  Suspension 
Agnumient,  unless  a  new  suspension 
agreement  l)(!com(!s  effecti\'e.  However, 
if  the  Department  and  substantially  all 
of  the  growers/exi)orlers  of  fresh 
tomatoes  from  Mexico  sign  a  new 
susj)ension  agreement,  following  the 
notice  and  comment  period  provided  in 
accordance  with  section  734(c)  of  the 
Act,  the  resumed  investigation  would  he 
sus])(!nded. 

Intent  To  Terminate  the  Five-Year 
Sunset  Review 

On  D(;ceml)er  3.  2012.  the  Dejjartnumt 
initiated  a  five-year  sunset  review  of  the 
suspended  antidum])ing  investigation 
on  fresh  tomatoes  from  Mexico  pursuant 
to  .section  7.')1(c:)  of  the  Act.  .See 
Initiation  ol  Fiva-Yaar  ("Sansat”} 
liaviaw,  77  f'R  71084  (Decemher  3. 

2012). 

If  the  Department  terminates  the  2008 
.Suspension  Agreement,  there  will  no 
longer  be  a  susjjended  inve.stigation  of 
which  to  conduct  a  sunset  review. 
Therefore,  the  Department  would 
terminate  the  sunset  review  of  the 
suspended  antidumping  investigation 
on  fresh  tomatoes  from  Mexico.  effecti\’e 
on  the  date  of  termination  of  the  2008 
.Suspension  Agreement. 

International  Trade  Commission 

The  Department  has  notified  the 
International  Trade  Commission  (lT(d  of 
its  intent  to  terminate  the  2008 
Susjjcmsion  Agreement  and  n;sume  the 
antidumping  inve.stigation.  If  the 
D(!partment  resumes  the  autidumpiug 
investigation,  and  if  the  Department 
makes  a  final  affirmative  determination 
in  the  inve.stigation,  the  ITC^  is 
scheduled  to  make  its  final 
determination  concerning  injury  within 
4.'}  days  of  j)nl)lication  of  the 
D(!partment’.s  final  determination.  If 
both  the  Department's  and  the  ITC’s 
final  determinations  are  affirmative,  the 
D(!partment  will  issue  aii  autidumpiug 
duty  order.  However,  as  indicated 
above,  if  the  Department  and 


substautially  all  of  the  growers/ 
exi)orters  of  fresh  tomatoes  from  Mexico 
sign  a  new  suspension  agreement, 
following  the  notice  and  comment 
period  jjrovided  in  accordance  with 
section  734(c)  of  the  Act,  the  resumed 
investigation  would  h(!  sus])eud(!d. 

Suspension  of  Liijuidation 

If  the  D(!partmeut  terminates  the  2008 
.Susjxmsion  Agrecmieut  and  resimuxs  the 
autidumpiug  investigation  as  de.scrilMul 
above,  the  Department  will  instruct  11. .S. 
Customs  and  Border  Protect  ion  (CBP)  to 
suspend  licjuidation  of  entries  of  fresh 
tomatoes  from  Mexico  that  are  ent(!red. 
or  withdrawn  from  warehouse,  for 
cousumption  on  or  after  the  effective 
date  of  the  termiuatiou  of  the  2008 
Suspension  Agreement.  CBP  shall 
recpnre  antidumping  duty  cash  dejjosits 
or  bonds  for  entries  of  the  subject 
merchandi.se  based  on  the  preliminary 
dumping  margins,  which  range  from 
4.10  to  188.4.'}  jiercent.  .See  Proliininarv 
Datarinination,  01  FR  at  .'iOOlO. 

Administrative  Protective  Order  Access 
and  Applicable  Regulations 

The  following  retjuirements  will 
apply  if  and  during  such  time  as  the 
investigation  is  resinned.  Because  of  the 
siguificaut  chaugiis  made  to  the 
administrative  ]}rotective  order  (APO) 
])roce.ss  since  the  investigation,  the 
Department  will  issue  a  umv  APO  for 
any  resumed  inve.stigation  that  will 
super.sede  the  previonslv  issued  firm- 
s])ecific  APOs.  Those  authorized 
a])plicants  that  were  granted  APOs 
during  the  original  investigation,  as 
indicated  in  the  most  recent  APO 
service  list  on  the  Department’s  Web 
site,  will  continue  to  have  access  to 
busiue.ss  projuietary  iuformatiou  under 
APO.  Any  new  APO  ajiplications  or 
necessary  amendments  for  changes  in 
staff  under  the  pre-exi.sting  APOs 
should  be  submitted  promptly,  and  iu 
accordance  with  the  Department’s 
regulations  currently  in  effect.  .See 
section  777(c)(1)  of  the  Act;  19  CFR 
3.')1.1()3.  3.'}1.304.  3.51.30.'}  and  351.300. 

In  addition.  be(;au.se  of  the  siguificaut 
changes  made  to  the  Dejjartmeut’s  filing 
and  certification  reijnirements  since  the 
investigation,  including  electronic 
filing,  the  De])artment  intends  to  a|)ply 
its  current  regulations  and  practices 
with  regard  to  filing  and  certification, 
should  the  autidumpiug  investigation  be 
resumed.  .See  19  CFR  351.303(h)  and  (g). 
However,  with  respect  to  the  procedures 
for  the  conduct  of  any  resumeil 
inve.stigation  geuerallv,  iucludiiig  auv 
]}o.s.sihle  suspension  thereof,  the 
Department’s  regulations  in  effect  in 
1990  shall  govern.  See  19  (3FR  351.701: 
San  Vicenta  Cainalu  SPB  da  Hi  v. 


United  States.  491  F.Supp.2d  1180  (CIT 
2007). 

This  determination  is  issued  and 
published  in  accordance  with  .section 
733(f)  and  734(i)  of  the  Act. 

Dated:  I'chriiarv  4.  2013. 

Paul  Pi(|iia(lo, 

Assisidiil  Secrelarv  for  Import 
Administration. 

IKK  Hoc.  20i:i-a2il14  Kited  2-7-i:i:  K:4.''>  am| 
BILLING  CODE  3510-DS-P 


DEPARTMENT  OF  COMMERCE 

International  Trade  Administration 

[C-570-944] 

Certain  Oil  Country  Tubular  Goods 
From  the  People’s  Republic  of  China: 
Preliminary  Results  of  Countervailing 
Duty  Administrative  Review;  2011 

AGENCY:  Import  Administration. 
International  Trade  Administration, 
Dejiartment  of  Commerce. 

SUMMARY:  The  Department  of  Commerce 
(“the  Department’’)  is  conducting  an 
administrative  review  of  the 
countervailing  duty  order  on  certain  oil 
countrv  tubular  goods  (‘‘OCTC’’)  from 
the  Piiople’s  Republic  of  ('.hiua  (“PRC”). 
The  period  of  review  (“POR”)  is  lauuarv 
1,  2011,  through  Decembiir  31. 2011.  VVe 
jirelimiuarilv  determine  that  Wuxi 
.Seaiuless  Oil  Pipe  Co..  Ltd.  ("Wuxi") 
and  jiangsu  Cheugde  .Steel  Tube  .Share 
Co..  Ltd.  (“jiangsu  Chengde”)  received 
countervailahle  subsidies  during  the 
POR. 

DATES:  Effective  Date:  Fehruary  8,  2013. 
FOR  FURTHER  INFORMATION  CONTACT: 
Jo.shua  Morris  or  Christopher  .Siepmaun, 
AD/CiVD  Ojierations,  Office  1,  lm]K)rt 
Admini.stration,  International  Trade 
Administration,  II.S.  Dejiartment  of 
Commerce.  14th  .Street  and  Constitution 
Avenue  NW..  Washington,  DC  20230: 
telephone:  (202)  482-1779  or  (202)  482- 
7958,  respectively. 

Scope  of  the  Order 

The  ,scoj)e  of  the  order  consi.sts  of 
OCiTC.  The  merchandi.se  subject  to  the 
order  is  currently  classified  iu  the 
Harmouized  Tariff  .Schedule  of  the 
United  States  (“HTSUS”)  under  item 
mnuhers:  7304.29.10.10.  7304.29.10.20. 

7304.29.10.30.  7304.29.10.40, 

7304.29.10.50,  7304.29.10.00, 

7304.29.10.80.  7304.29.20.10. 
7304.29.20.20,  7304.29.20.30. 
7304.29.20.40.  7304.29.20.50. 
7304.29.20.00.  7304.29.20.80. 
7304.29.31.10,  7304.29.31.20. 

7304.29.31.30,  7304.29.31.40. 

7304.29.31 .50,  7304.29.31 .00. 

7304.29.31.80,  7304.29.41.10, 
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7304.29.41.20.  7.304.20.41.30, 

7304.20.41 .40.  7304.20.41  ..lO. 
7304.20.41.00.  7304.20.41.80. 

7304.20.. ‘>0.1.‘>.  7304.20..')0.30. 

7304.20.. ''i0.4'‘i.  7304.20..30.00. 

7304.20.. 'j0.7.'j.  7304.20.01.1.3. 

7304.20.01 .30.  7304.20.01 .4.3. 

7304.20.01 .00.  7304.20.01 .7.3. 
730.3.20.20.00.  730.3.20.40.00. 
730.3.20.00.00.  730.3.20.80.00. 

7300.20.10.30.  7300.20.10.00, 
7300.20.20.00.  7300.20.31 .00, 

7300.20.41 .00.  7300.20.00.1 0. 
7300.20.00.30.  7300.20.81.10.  and 

7300. 20.81. . 30. 

The  ()(7r(i  coupling  .slock  covered  l)y 
llie  order  may  also  enter  under  the 
following  HTSIKS  item  nnmhers: 
7304.30.00.24.  7304.30.00.28. 
7304.30.00.32.  7304.30.00.30. 
7304.30.00.40.  7304.30.00.44, 
7304.30.00.48.  7304.30.00.32. 
7304.30.00..30.  7304.3‘).00.02, 
7.304.30.00.08.  7304.30.00.72. 
7304.30.00.70.  7304.30.00.80. 
7304.30.00.00..  7304.30.80.13. 

7304.30.80.20.  7304.30.80.23. 

7304.30.80.30.  7304.30.80.33. 
7304.30.80.40.  7304.30.80.43, 

7304.30.80.. 30.  7304.30.80.33. 
7304.30.80.00.  7304.30.80.03. 
7304.30.80.70.  and  7304. 3‘). 80.80. 
Although  the  HTSU.S  subheadings  an; 
|)rovi(le(l  for  conviaiience  and  customs 
|)nr])os(!s.  the  written  de.scription. 
availahle  in  (Certain  Oil  Ooiinlrv  'rubuhir 
Ooods  l‘'r()n}  thr  People's  liepiihlic:  of 
Ohino:  Amended  Pino!  Affirmative 
Oounter\’(dlin{’  Didv  Determination  and 
Oonntervailin^  Datv  Order,  73  FR  3203 
Oanuary  20.  2010).  remains  (lis]K)silive. 

A  ftdl  (lescrijjtion  of  the  .scope  of  the 
order  is  contained  in  the  numiorandnin 
from  (Christian  Marsh.  ll(!puty  Assistant 
.S(!cretarv  for  Anti{hnn])ing  and 
(;oimt(!rvailing  Duty  Operations  to  Paul 
Picpiado.  Assi.stant  .S(!cretary  for  lm|)ort 
Administration.  “Decision 
Memorandum  for  Preliminary  R(!sults  of 
(.ountervailing  Duty  Admini.strative 
Review:  Certain  Oil  ('.onntrv  Tuhular 
(ioods  from  the  People's  Repuhlic  of 
China,”  datcul  concurrently  with  this 
notice  (‘‘Pndiminarv  Decision 
Memorandum”),  which  is  hereby 
adopted  hv  this  notice. 

rlie  Preliminarv  Decision 
Memorandum  is  a  puhlic  document  and 
is  on  file  electronically  via  Import 
Administration's  Antidum|)ing  and 
(ioimlca  vailing  Duty  Centralized 
Rl(!ctronic  .Service  .Svstcan  ("lA 
ACClvS.S”).  lA  ACCILsS  is  available  to 
n;gist»;red  users  at  http:// 
iaaeeess.trade.gov  iind  in  the  (Central 
Records  Unit.  Room  7()4()  of  the  main 
Department  of  {Commerce  building.  In 
addition,  a  com|)lete  version  of  the 
Preliminary  Decision  Memorandum  can 


be  accessed  directly  on  the  Internet  at 
http://\viviv.ti(ide.gov/ia/.  The  signed 
Pndiminary  D(!cision  Memorandum  and 
the  electronic,  versions  of  the 
Preliminarv  Decision  Memorandum  an; 
identical  in  content. 

Methodology 

The  Department  has  conduct(ul  this 
review  in  accordance  with  section 
731(a)(1)(A)  of  the  Tariff  Act  of  1030,  as 
amended  (“the  Act”).  For  each  of  the 
subsidy  programs  found 
countervailable,  we  pndiminarily 
d(!termine  that  there  is  a  subsidy,  i.e.,  a 
government-provided  financial 
contribution  that  gives  ri.sc;  to  a  benefit 
to  the  recipient,  and  that  the  subsidy  is 
specific.  See  sections  771(3)(B)and  (D) 
of  the  Act  regarding  financial 
contribution;  section  771(3)(E)  of  the 
Act  nigarding  Ixmefit:  and,  section 
771  (3A)  of  the  Act  regarding  si)ecificitv. 
See  .sections  770(a)  and  (b)  of  the  Act. 

In  making  the.se  findings,  we  have 
relied,  in  ])art,  on  facts  availahle  and, 
b(;c;ause  oik;  or  more  r(!.s})ondents  did 
not  act  to  tlu!  b(!st  of  their  ahilitv  to 
r(!.si)ond  to  the  D(;partment's  reejuesis  for 
information,  we  have  drawn  an  advinse 
inference  in  .selecting  from  among  the 
facts  otherwi.se  availahh;.  See  s(!ctions 
770(a)  and  (b)  of  the  Act.  For  further 
information,  see  “Use  of  Facts 
()therwi.s(!  Availahle  and  Adveuse 
Inferences"  in  the  Pndiminary  Decision 
Memorandum. 

lunally.  tlu;  Departnumt  was  not  able 
to  make  a  pniliminary  determination  of 
counlervailahility  for  certain  programs 
he{;aus(!  it  nupures  additional 
information.  See  Preliminary  Decision 
M(;morandum  at  “Analvsis  of 
Program.s — 11.  Programs  For  Which  Mort; 
Information  is  Re(pnred.''  W'e  intend  to 
seek  that  information  prior  to  our  final 
r(!sults. 

For  a  full  (hi.scription  of  the 
methodology  underlying  our 
conclusions,  see  Preliminary  Decision 
Mtnnorandum. 

Preliminary  Results  of  the  Review 

As  a  nisult  of  this  nn'iew,  we 
preliminarily  determine  a  net  subsidy 
rate  of  7.33  percent  for  Wuxi  and  a  net 
subsidy  rate  of  1.84  percent  for  jiangsu 
(ihengch;  for  the  jjeriod  )anuarv  1. 2011. 
through  December  31, 2011. 

Disclosure  and  Puhlic  (Comment 

The  De|)artment  will  disc:lo.se  to 
parti(!s  to  this  proceeding  tlu; 
calculations  ])erformed  in  reaching  the 
preliminary  results  within  five  days  of 
the  date  of  publication  ofthe.se 
preliminary  results.'  Due  to  the 

'  .Sec  UlCl'K  .151.224(1)). 


anticipated  timing  of  the  release  of  post- 
jireliminary  analysis  memoranda, 
interested  parties  may  submit  written 
comments  (ca.si!  briefs)  for  this 
administrative  njview  no  later  than  one 
wec'k  afl(;r  the  issuance  of  the  last  po.st- 
jindiminary  analysis  numiorandum.  and 
rebuttal  comments  (rebuttal  briefs) 
within  five  days  after  the  time  limit  for 
filing  case  briefs.^  Pursuant  to  10  UFR 
331.300(d)(2),  rcihuttal  briefs  must  be 
limited  to  i.ssues  raised  in  the  ca.se 
briefs.  Parties  who  submit  arguments  an; 
recjuested  to  submit  with  the  argument: 
(1)  A  statement  of  the  issue;  (2)  a  brief 
summary  of  the  argument;  and  (3)  a 
table  of  authorities. 

Interested  parlies  who  wish  to  recjuest 
a  hearing,  or  to  jiarticipate  if  one  is 
requested,  must  submit  a  written 
reiiuest  to  the  Assistant  Secretary  for 
Import  Administration,  D.S.  Dejiartment 
of  r.ommerce  within  30  days  after  the 
date  of  publication  of  this  notice.  * 
Reipiests  should  contain  the  party’s 
name,  addrijss,  and  telejihone  number, 
the  number  of  jiarticipants,  and  a  li.st  of 
the  issues  to  he  discussed.  If  a  re(|ue.st 
for  a  hearing  is  made,  we  will  inform 
parties  of  tlu;  scheduled  date  for  the 
hearing  which  will  hi;  held  at  thi;  II. S. 
De])arlment  ofdommerce,  14th  .Street 
and  (lonstilution  Avenue  NW.. 
Washington,  D(I  20230.  at  a  time  and 
location  to  he  (hitermined.'*  Parlies 
should  confirm  bv  telephone  the  date, 
time,  and  location  of  the  hearing. 

Parties  an;  nmiinded  that  briefs  and 
hearing  reque.sts  are  to  he  filed 
electronically  using  lA  AfXIE.S.S  and 
that  (!lectronic;ally  filed  dotannents  must 
he  received  successfully  in  their  entirety 
by  3  p.m.  I'ki.stern  Time  on  the  due  date. 

Unless  the  deadline  is  extended 
pursuant  to  sec:tion  731(a)(3)(A)  (jf  the 
Act.  the  Department  will  issue  the  final 
residts  of  this  administrative  review, 
including  the  results  of  our  analysis  of 
the  i.ssues  raised  by  the  ])arties  in  their 
comments,  within  120  days  after 
issuance  of  these;  jjreliminary  results. 

Assessment  Rates 

lI])on  issuance  of  the  final  results,  the 
Department  shall  d(;termine.  and  lj..S. 
Customs  and  Border  Protection  ("CBP”) 
shall  a.ssess,  countervailing  duties  on  all 
a])pro])riate  entries  covered  by  this 
review.  We  intend  to  issue  in,striu:tions 
to  CBP  13  days  after  publication  of  the 
final  residts  of  this  review. 

Cash  Deposit  Recjuiremenls 

The  following  dejiosit  re(|uirements 
will  be  effective  u]K)n  publication  of  the 

'■‘.Sra  1!)  CFK  :i5  l.;U)!)((:)(l)(ii)  mid  :i51.:i()<l(d)(l). 

‘Sec  HI  CFK  :i51.:)l ()((:). 

HI  CFK  :i51.;ill). 
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notice  of  final  results  of  administrative 
review  for  all  slii])ments  of  OtnXJ  from 
the  PRC  entered,  or  withdrawn  from 
warehouse,  for  consumption  on  or  after 
tin;  date  of  publication  as  ))rovided  by 
.section  7.')l{a)(2)  of  the  Act:  (1)  The  cash 
de])osit  rate  for  Wuxi  and  jiangsu 
Chengde  will  he  the  rate  established  in 
the  final  results  of  this  administrative 
review;  (2)  for  merchandise  exinn  ted  by 
manufacturers  or  exporters  not  covered 
in  this  review  hut  cov(;r(;d  in  a  j)rior 
.segment  of  the  proceeding,  the  cash 
deposit  rate  will  continue  to  In;  the 
company-specific  rate  published  for  the 
mo.st  recent  ])eriod:  (3)  if  the  exjjorter  is 
not  a  firm  covered  in  this  review,  a  ])rior 
review,  or  the  original  investigation  hut 
the  manufacturer  is,  the  cash  deposit 
rate  will  he  the  rate  established  for  the 
most  recent  jieriod  for  the  manufacturer 
of  the  m(;rchandise:  (4)  tin;  cash  deposit 
rate  for  all  oth(;r  manidactur(;rs  or 
exporters  will  t;ontinue  to  he  13.20 
p(;rcent,  the  all-others  rate  established 
in  Certain  Oil  Oountrv  Tubular  Ooocis 
from  the  Paopla's  Republic  of  China: 
Final  Affirinative  Countervailing  Duly 
Determination,  Final  Negative  Critical 
Circumstances  Determination,  74  FR 
(i4()4.'5  (December  7,  2()()t)).  These  cash 
deposit  recpurements,  wh(;n  imposed, 
shall  remain  in  effect  until  further 
notice. 

'I’his  administrative  review  and  notice 
are  in  accordance  with  .sec:tions 
7.'il  (a)(1)  and  777(i)  of  the  Act  and  19 
CFR  3.'51.213. 

Haled:  l''(;l)ruary  1, 2013. 

Paul  Picjuadu, 

Assislanl  Secretary  for  Import 
Administration. 

Appendix 

List  of  Topics  Disc;iisse(l  in  the  Preliminarv 
Decision  Meiiiorandum 

1.  Scope  ot  the  Order 

2.  lJs(;  of  I'acls  Otherwise  Available  and 
Adverse;  Inferences 

3.  Subsidies  Valuation  lidbrniation 

4.  Analysis  ol'  Programs 

|I'K  Doe.  2()i:t-()2<)();i  Tiled  2-7-1:):  «:4.">  ami 
BILLING  CODE  3510-DS-P 


DEPARTMENT  OF  COMMERCE 
International  Trade  Administration 
Notice  of  Scope  Rulings 

AGENCY:  Import  Admini.stration, 
International  Trade  Administration, 
D(;partment  of  Commerce. 

DATES:  Effective  Date:  F{;l)ruarv  8.  2013. 
SUMMARY:  The  De])artment  of  Commerce 
(“Department”)  hereby  jnihlishes  a  list 
of  scojie  rulings  and  anticircumvention 
determinations  maele  between  Julv  1. 


2012,  and  Se])t(;mher  30,  2012.  VVe 
intend  to  imhlish  futun;  lists  after  the 
close  of  tin;  next  calendar  ipiarter. 

FOR  FURTHER  INFORMATION  CONTACT: 
lamie  Flair- Walker.  AD/CVD 
(lj)(;rations,  China/NMF  Crou]),  Import 
Administration,  International  Trade 
Admini.stration,  II. S.  D(;])artment  of 
Connnerci;,  14th  Str(;et  and  Constitution 
Avenue  NVV.,  Washington,  DC  20230; 
telephone:  202-482-201  .S. 
SUPPLEMENTARY  INFORMATION: 

Hackground 

The  Department’s  regulations  |)rovide 
that  the  Secretary  will  puhli.sh  in  the 
Federal  Register  a  list  of  scope;  rulings 
on  a  quarterly  basis.'  Our  most  recent 
notification  of  .sco|)e  rulings  was 
published  on  August  29,  2012.-  This 
current  notice  covers  all  scope  rulings 
and  anticircumvention  determinations 
made  by  Import  Admini.stration 
between  )uly  1, 2012,  and  Septemh(;r  30. 
2012,  inclusive.  As  descril)(;(i  below, 
suhseeiuent  lists  will  follow  after  the 
close  of  each  calendar  epiarter. 

Scope  Rulings  Made  Between  |uly  1, 
2012,  and  September  30,  2012 

People’s  Republic  of  China 

A-.'i70-.'504:  Petroleum  Wax  Candles 
f  rom  the  People’s  Republic  of  China 

Ri;(|ue.stor:  FashionCraft-Fxcello.  Inc.; 
six  animal  figurine  candh;s  are  not 
within  the  scoj)e  of  the  antidnmj)ing 
duty  order;  Augu.st  14.  2012. 

A-.'i70-830:  Clycine  From  the  People’s 
Re])uhlic  of  China 

Re(|ue.stor:  CEO  Specialty  Chemicals. 
Inc.  and  Chattem  Chemicals,  Inc.; 
Peo])le’s  Republic  of  China-origin 
technical  or  crude  glycine  further 
proces.sed  in  India  is  within  the  scope 
of  the  antidumping  duty  order; 
j)reliminarv  ruling  September  13,  2012. 

A-570-808:  Folding  Metal  Tables  and 
Chairs  From  the  Peojjle’s  Republic  of 
China 

Recpiestor:  Lifetime  Products,  Inc.;  its 
34-inch  .stpiare  fold-in-half  tahl(;.s  with 
model  ninnher  80243  and  37-inch 
scpiare  fold-in-half  tables  with  model 
mnnb(;rs  80100  and  280011  an;  not 
within  the  scope  of  tin;  antidumping 
duty  order:  July  3,  2012. 

A-570-88()  Polyethylene  Retail  Carrier 
Bags  From  the  Peo])le’s  Republic  of 
China 

Re(jU(;stor:  Bimzl  Distribution  U.SA. 
Inc.;  its  ice  hag  is  not  within  the  .scope 


'  See  laCTK  :i.')l.22.'>((>). 

^  See  Notice  of  Scape  ttiilines,  77  I'K  .'i2;n;i 
(Allglisl  2!i.  2012). 


of  the  antidumping  dutv  order:  July  0, 
2012. 

A-.'570-899:  Certain  Artist  Canvas  From 
the  Peo])le’.s  R(;puhlic  of  China 

R(;(luestor:  Ningbo  Conda  Imp  8c  Exp 
Company  Ltd.;  artist  canvases  woven 
and  primed  in  India,  which  are 
siihseciiiently  cut,  stretched,  framed,  and 
packaged  in  the  PRC  before  exjiortation 
to  the  United  States  are  not  within  the 
antidumping  duty  order;  July  0,  2012. 

A-.b70-91 0/C-'170-91 1 :  Circular 
Welded  Carbon  Quality  Steel  Pi])e  From 
tin;  People’s  R(;puhlic  of  China 

Requestor:  LDA  Incopordo;  electrical 
rigid  metal  steel  conduits  are  not  within 
the  scojie  of  tJie  antidumping  and 
countervailing  duty  orders:  July  2.  2012. 

A-570-912/C-.50-913:  Certain  New 
Pneumatic  Off-the-Road  Tires  From  the 
Peoj)le’s  Republic  of  CJiina 

Reiiuestor:  Igloo  Products  Corj). 
(“Igloo”);  Igloo’s  new  jjneumatic  tires 
with  an  overall  .'j-iiu:h  rim  diameter  an; 
not  within  the  scope  of  the  antidumping 
and  countervailing  dutv  orders: 
September  24,  2012. 

A-.'j70-918:  .Steel  Wire  Carment 
Hangers  From  The  P(;ople’s  Republic  of 
China 

R(;(juestor:  PetEdge  Inc.;  .steel  wire 
Canine  Pet  Fashion  Hangers,  with  dog- 
sJia])(;d.  rubber  tipp(;d  hooks,  are  not 
within  the  .scope  of  the  antidum|)ing 
duty  order;  August  2.  2012. 

A-.'570-9()7/C-.'570-908:  Ahnuimnu 
Extrusions  From  the  People’s  Re])uhlic. 
of  China 

Requestor:  A.O.  Smith  Corporation: 
water  heater  anodes  are  not  within  the 
scope  of  the  antidmujjiug  and 
c;ouutervaiJiug  iluty  orders:  preliminary 
ruling  Jidy  2.  2012. 

A-'170-907/C-.'j70-908:  Aluminum 
Extrusions  From  the  People’s  Repul)lic 
of  CJiina 

Recpiestor:  IIQM  T(;chnologi(;.s  Inc.; 
inner  and  outer  motor  cas(;.s  are  within 
the  scope;  of  the  antidumping  and 
connt(;rvailing  duty  orders:  July  0.  2012. 

A-.'i70-907/C-.'j70-908:  AJnminnm 
Extrusions  From  the  Pc;ople’s  R(;pnhlic 
of  China 

R(;(pi(;stor:  Eh;ctrolux  North  Am(;ric:a, 
Inc.,  El(;ctrohix  Home  Products.  Inc.  and 
Electrolux  Major  Applianc(;s;  certain  Jin 
evajiorator  sv.stems  (“FE.Ss”)  are  within 
the  scope  of  the  antidumping  and 
countervailing  duty  orders;  July  13. 
2012. 
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A-.l  7 7 /(1-5  7(  ;  A 1  u  m  i  m  I  111 

Kxtrusioiis  From  the  Feo|)le’s  Republic 
of  (liiiia 

Recpieslor:  J.A.  Ihuicock  do..  Inc.; 

Two  specific  models  of  mias.semliled 
geodesic  .structure  kits  (the  Tl..'i-foot 
radius  dome  and  the  8-foot  radius 
iloiiie)  are  within  the  scope  of  the 
antiduni|)ing  and  countervailing  duty 
orders;  )uly  17.  2012. 

A-.'i70-0()7/(i-.'j70-‘)(i8;  Aluminum 
I'ixtrusions  From  the  People's  Republic 
of  (3iina 

Reipiestor:  Ameristar  Fence  Products; 
its  kitted  fence  products  are  within  the 
•scojie  of  the  antidumping  and 
countervailing  dutv  orders;  August  l.'i. 
2012. 

A-.l 70-00 7/C-.') 70-908;  Aluminum 
Kxtrusioiis  From  the  Peojile's  Republic 
of  (liiiia 

Recjuestor;  (C.on.struction  .Specialties 
Inc.);  certain  .Solarniotion  controllable 
sunshades  are  not  within  the  scojie  of 
the  antidumping  and  countervailing 
dutv  orders;  August  17.  2012. 

A-;')70-907/(i-.')70-908;  Ahiminuiii 
Kxtrusioiis  From  the  Peojile's  Rejiuhlic 
of  (’.hina 

Recjuestor;  .Sinohec  Resources  LK.S; 
certain  aluniinum  rails  for  showers  and 
carjiets  are  not  within  the  .scojie  of  the 
aiitiduiiijiing  and  countervailing  duty 
orders;  .Sejitemher  0.  2012. 

A-r)70-907/C-r)70-908:  Ahmiinum 
Kxtrusioiis  From  the  Peojile's  Rejiuhlic 
of  (.liiiia 

Requestor;  Innovative  C.ontrols  Inc.; 
certain  side  mount  valve  controls  are 
not  within  the  scojie  of  the  antidumjiing 
and  t;ountervailing  duty  orders; 
jireliminary  ruling  .Sejitemher  24.  2012. 

A-.'’)70-970/C-.'')70-971:  Multilayered 
Wood  Flooring  From  the  Peojile's 
Rejiuhlic  of  Cliina 

Reijuestor:  Zhejiang  Kingge;  its  0..3 
mill  jiroduct.  1  mm  jiroduct.  and 
unfinished  1  mm  jiroduct  are  not  within 
the  scojie  of  the  antidumjiing  and 
conntervailing  duty  orders;  )uly  2.  2012. 

Taiwan 

A-.')83-843;  Polyethvlene  Retail  (iarrier 
Bags  From  Taiwan 

Reijuestor;  .SmileMakers.  Inc.;  its 
sjiecialty  jiatient  hags  are  within  the 
scojie  of  tlie  antidumjiing  duty  order; 
)uly  10.  2012. 


Multiple  (Countries 

A-201-837/A-r)70-9.'54/C-.')70-9.'').''): 
('ertain  Magnesia  Carhon  Bricks  From 
Mexico  and  the  Peojile’s  Rejiuhlic  of 
China 

Recjue.stor;  Fedinet  Resources 
Corjioration;  its  imjiorted  magnesia 
carbon  bricks  with  added  alumina  are 
within  the  scojie  of  the  antidumjiing 
and  countervailing  duty  orders;  |uly  2. 
2012. 

A-201-837/A-.')70-0.'-)4/C-.')70-0.').'): 
(Certain  Magnesia  Carbon  Bricks  From 
Mexico  and  the  Peojile’s  Rejiuhlic  of 
China 

Recjuestor:  (ieraniark  Technology  Inc.; 
its  hunied  magnesite  bricks  and  liurnetl 
magnesia  dolomite  bricks  are  not  within 
the  scojie  of  the  antidumjiing  and 
countervailing  duty  orders;  july  20. 

2012. 

A-.')00-823/C-.'')00-824/A-.'')70-9.'')8/C- 
.')70-9.')9;  Ckiated  Pajier  .Suitable  for 
High-Quality  Print  C.rajihics  Using 
.Sheet-Fed  Presses  l'’rom  Indonesia  and 
the  Peojile’s  Rejiuhlic  of  Cihina 

Reijue.stor:  Cold  Fast  Pajier  (Jiangsu) 
Co.  Kid.  (including  its  suhsidiaries 
Ningho  Zhonghua  Pajier  Co..  Ltd.  and 
Ningho  Asia  Pulji  and  Pajier  C.o..  I.td.). 
Clohal  Pajier  .Solutions,  Inc.,  Pindo  Deli 
Pulji  and  Pajier  Mills,  PT.  Indah  Rial 
Piilji  8:  Pajier  Tlik,  and  Pajier  Max.  Ltd. 
(collectively  “APP”);  (1)  APP's  Ningho 
Fold  jiackaging  jiajierhoard.  APP's  .Savvi 
Coat  Jiackaging  jiajierhoard.  APP’s 
Zenith  jiackaging  jiajierhoard  with  a 
basis  weight  of  21.')  grams  jier  .scjuare 
meter  ("gsm”).  APP’s  .Sinar  Vanda 
Jiackaging  jiajierhoard  with  a  basis 
weight  of  210  gsm,  and  APP’s  blue-, 
grey-,  and  black-center  jilaying  card 
board  which  APP  exjiorls  are  within  the 
scojie  of  the  antidumjiing  duty  and 
countervailing  duty  orders;  (2)  APP’s 
Zenith  jiackaging  jiajierhoard  (excejit 
with  a  basis  weight  of  21.')  gsm)  and 
APP’s  .Sinar  Vanda  jiackaging 
jiajierhoard  (excejit  with  a  basis  weight 
of  210  gsm)  which  APP  exjiorls  are  not 
within  the  scojie  of  the  antidumjiing 
duty  and  countervailing  duty  orders; 
.Sejitemher  13.  2012. 

A-.'’)70-022.  C-.')70-923,  A-.')83-842; 
Raw  Flexible  Magnets  From  the  Peojile’s 
Rejiuhlic  of  (ihina  and  Taiwan 

Recjuestor:  Accoutrements  KK(];  its 
mustache  magnet  is  not  within  the 
scojie  of  the  antidumjiing  duty  order; 
Augu.st  7.  2012. 


Anticircumvenlion  Determinations 
Made  Between  July  1,  2012,  and 
Sejitemher  30,  2012 

Moxico 

A-201-830:  (Carbon  and  (Certain  Allov 
.Steel  Wire  Rod  From  Mexico 

Recjuestor:  Arc:elcirMittal  U.SA  KKti. 
(Jerclau  Ameristeel  IK.S.  Inc;,  Roc:ky 
Mountain  .Steel.  Members  of  the  Wire 
Rod  Prcichic;er.s  C.cialition  and  Nuc:or 
(icirjioration  (Nuc:cir);  shijiments  of 
c:ertain  alloy  steel  wire  rod  with  an 
actual  diameter  of  4.7.')  mm  to  .'i.OO  mm 
jirc)chic:ed  in  Mexic:c)  and  exjiorted  to  the 
United  .States  by  Deac;erc)  .S.A.  cie  (].V. 
are  c;irc:umventing  the  antidumjiing 
order;  .Sejitemher  24.  2012. 

Ptapla's  Rapuhlic  of  China 

A-.')70-8()3:  Honey  From  the  Peojile’s 
Rejiuhlic:  of  C.hina 

Recjuestor:  The  Americ;an  Honey 
Prcicluc;er.s  Assoc;iaticin  and  the  .Sioux 
Honey  Asscic:iaticin;  blends  of  honey  and 
ric;e  syriiji,  regardle.ss  of  the  jierc:entage 
of  honey  they  c;ontain,  are  later- 
clevelojiecl  merc;handi.se  that  are  within 
the  sc:ojie  of  the  antidumjiing  duly 
order;  August  21, 2012. 

A-.')70-020;  .Small  Diameter  (irajihite 
Klectrcides  From  the  Peojile’s  Rejiuhlic; 
of  Uhina 

Recjuestor:  .SfJK  (’.arlicin  KKC  and 
.Siijierior  (irajihite  (^ci.:  c;erlain  small 
diameter  grajihite  elec:trcide.s  (‘‘.SD(iK”) 
finished  by  UK  (’.arbon  and  (irajihite 
(ici..  Ltd  from  PRC-jircichic:ecl  artific:ial 
grajihite  rod/unfinished  .SD(JK 
c:cimjicinent  injiuts  are  c:irc:umventing 
the  antidumjiing  dutv  order;  Julv  31. 
2012. 

Russian  Tadaralion 

A-821-807;  Ferrovanadiiim  and 
Nitrided  Vanadium  From  the  Russian 
Federation 

Recjuestor:  AMC  Vanadium;  Russian 
vanadium  jientoxide  imjiorted  by  the 
Kvraz  Grouji  and  tcill-c:cin verted  into 
lerrcivanadium  in  the  United  .States  liv 
Bear  Metallurgic;al  Corjioration  jirior  to 
.sale  to  unaffiliated  c;u.stcimers  in  the 
United  States  is  not  c:irc;umventing  the 
antidumjiing  order;  )uly  30,  2012. 

Interested  jiarties  are  invited  to 
c:cimment  on  the  c:cimjileteness  of  this 
list  of  c:cimjiletecl  .sc:cijie  and 
antic;irc:umventicin  incjuiries.  Any 
c;cimments  should  he  .submitted  to  the 
Dejiuty  Assi.stant  .Secretary  for  AD/CVD 
Ojierations,  Imjiort  Administration. 
International  Trade  Administration, 
14th  .Street  and  (Constitution  Avenue 
NW..  APO/Dcic:ket.s  Unit.  Room  1870. 
Washington,  DC]  20230. 


c 
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This  notice  is  i)ul)lish(ul  in 
accordance  with  19  CI'R  .'tfil .22!)(o). 

I)al(!(l:  liiminrv  a.  201 S. 

(lliristian  Miirsh, 

I)t![)iity  AssiNldiil  Sccivlary  for  Antiduinpiny, 
and  (Anintorvailiny,  Dutv  OporationH  . 

|I  K  Ooi..  2(n:t-()2!)()4  l-'ili!(l  2-7-i:i:  H:45  iiin| 

BILLING  CODE  3510-DS-P 

DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

RIN  0648-XC491 

Fisheries  of  the  Gulf  of  Mexico; 
Southeast  Data,  Assessment,  and 
Review  (SEDAR);  Public  Meeting 

agency:  National  Marine  Fislieries 
.Service  (NMFS),  National  Oceanic  and 
Atinosjjheric  Administration  (NOAA), 
Coininerce. 

ACTION:  Notice  of  SEDAR  Steering 
Ooininittee  Meeting. 

SUMMARY:  The  SEDAR  Steering 
Ooininittee  will  meet  via  webinar.  See 
SUPPLEMENTARY  INFORMATION. 

DATES:  The  SEDAR  31  .Steering 
Ooininittee  webinar  will  he  held  on 
Fehriiarv  25,  2013,  from  11  a.m.  to  1 
|).m.  E.St. 

ADDRESSES:  Meeting  address:  'I'he 
webinar  will  he  held  via  a  (io'roWehinar 
Oonference.  'I’he  webinar  is  ojien  to 
memhers  of’ the  public.  'I'liose  interested 
in  participating  should  contact  Andrea 
(hahman  at  .SEDAR  (see  FOR  FURTHER 
INFORMATION  CONTACT)  to  recpiest  an 
invitation  providing  webinar  access 
information.  Please  recpie.st  meeting 
information  at  least  24  hours  in 
advance. 

.SEDAR  address:  4055  Faber  Place 
Drive,  Suite  201,  N.  Oharleston,  SO 
29405. 

FOR  FURTHER  INFORMATION  CONTACT:  John 
Oarmichael,  SEDAR  Program  Manager; 
telejihone;  (843)  571-4300;  email: 
i()hn.c(iiniie:h(wl@sa fine. net  or  Andrea 
Orahman,  .SEDAR  Administrative 
A.ssistant;  telephone:  (843)  571-4300; 
email:  andiva.gr(ibin(tn@s(i fine. net. 
SUPPLEMENTARY  INFORMATION:  I'he  South 
Atlantic,  Onlf  of  Mexico  and  Oarihhean 
Eisherv  Management  Oonncils,  in 
conjunction  with  NOAA  Fisheries  and 
the  Atlantic  and  Oulf  States  Marine 
Fisheries  Oommissions,  im]demented 
the  .Southeast  Data,  Asse.ssment  and 
Review  (.SEDAR)  jirocess  for 
determining  the  stains  of  fish  stocks  in 
the  .Southeast  Region.  Oversight  of  the 
SEDAR  program  is  provided  by  a 
.Steering  Committee  including 
representatives  of  the  various  partner 


organizations.  'I’he  .Steering  Committee 
meets  regularly  to  di.sciiss  assessment 
jiroject  scheduling  and  .SEDAR  policies 
and  procedures. 

Items  for  disi;nssion  during  this 
webinar  include: 

1.  Culf  (Council  2014  benchmark 
stocks. 

2.  Caribbean  (ioiincil  2013  henchmark 
stocks. 

3.  .South  Atlantic  VVreckfish 
Assessment  'riming. 

4.  .SEDAR  Procedures  Workshop: 

.South  Atlantic  .Shriinj)  Data. 

Although  non-emergency  i.ssiies  not 
contained  in  this  agenda  may  come 
before  this  group  for  discussion,  those 
issues  may  not  he  the  subject  of  formal 
action  during  this  meeting.  Action  will 
he  restricted  to  those  i.ssues  sjiecifically 
identified  in  this  notice  and  any  issues 
arising  after  jmhlication  of  this  notice 
that  require  emergency  action  under 
section  305(c)  of  the  Magnuson-Stevens 
P’ishery  Conservation  and  Management 
Act,  jirovided  the  public  has  been 
notified  of  the  intent  to  take  final  action 
to  address  the  emergency. 

Special  Accommodations 

This  meeting  is  accessible  to  people 
with  di.sahilities.  Reipiests  for  auxiliary 
aids  should  he  directed  to  the  SEDAR 
office  (see  ADDRESSES)  at  least  10 
hnsine.ss  days  jirior  to  the  meeting. 

Noh::  'I’lu!  limes  and  .seqiuince  specifiiid  in 
lliis  agenda  are  snhjeci  to  cliangi;. 

Hated;  Fehriiarv  .5,  2013. 

T  racey  L.  T'hmiip.son, 

Acliny,  Dopuly  Director.  Office  of  Snslidnahle 
Fisheries.  Nalioiud  Marine  Fisheries  Service. 
U'K  Hoc.  2(n:i-()2«7()  Filed  2-7-i:i;  8:4.5  :mi| 

BILLING  CODE  3510-22-P 

DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

RIN  0648-XC488 

Gulf  of  Mexico  Fishery  Management 
Council;  Public  Meeting 

agency:  National  Marine  Fi.sheries 
.Service  (NMF.S),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Oommerce. 

ACTION:  Notice  of  a  jnihlic  meeting. 

SUMMARY:  'I’he  Chilf  of  Mexico  Fishery 
Management  (ionncil  will  convene  a 
meeting  of  the  Ad  Hoc  Private 
Recreational  Data  Ciollection  Advisorv 
Panel. 

DATES:  'I’he  meeting  will  convene  at  8:30 
a.m.  and  conclude  by  4  ji.m.  on 
'ITie.sday,  February  28,  2013. 


ADDRESSES:  The  meeting  will  he  held  at 
the  Gulf  of  Mexico  Eisherv  Management 
(ionncil.  2203  N.  Lois  Avenue,  .Suite 
1100.  'I’ampa,  EL  33807;  telephone: 

(813)  348-1830. 

FOR  FURTHER  INFORMATION  CONTACT:  Dr. 
John  Froe.schke,  Fishery  Biologist- 
.Stali.stician;  Gulf  of  Mexico  Fishery 
Management  ('.onncil;  telephone;  (813) 
348-1830  x235. 

SUPPLEMENTARY  INFORMATION:  'Fhe  Ad 
Hoc  Private  Recreational  Data  Ciolleclion 
Advisorv  Panel  will  meet  to  di.sciiss 
mechanisms  to  improve  private 
recreational  fisheries  data  collection  in 
Gulf  of  Mexico  fi.sheries.  'rhe  I’anel  will 
help  identify  methods  for  improving 
private  recreational  angler  data 
collection,  jjotentially  using  additional 
data  collection  programs  that  would 
supjilement  data  currently  collected 
through  the  Marine  Recreational 
Information  Program  (MRIP).  Programs 
considered  must  inqirove  the  accuracy 
and  timeliness  of  catch,  effort,  and 
discard  data  for  the  private  recreational 
sector  in  the  Gulf  of  Mexico. 
Preferentially,  the  considered  programs 
should  allow  participation  in  the  data 
collection  jirocess  hv  private, 
recreational  anglers.  'I’he  Advisory  Panel 
will  consider  new  methodologies 
including  potential  n.se  of  offshore 
permits,  ves.sel  registration  information 
or  satellite  imagerv  to  improve 
recreational  fishery  data.  'I’he  Advisory 
Panel  will  consider  the  aiiprojiriate  use 
and  limitation  of  self-re])orted  fisheries 
data  and  evaluate  and  advise  about 
inijirovements  in  communication 
between  MRIP  and  stakeholders. 

Gojiies  of  the  agenda  and  other  related 
materials  can  be  obtained  by  calling 
(813)348-1830. 

Although  other  non-emergency  issues 
not  on  the  agenda  may  come  before  the 
Advisory  Panel  for  discussion,  in 
ac:cordance  with  the  Magniison-.Stevens 
Fishery  Gonservation  and  Management 
Act,  those  is.sues  may  not  be  the  subject 
of  formal  action  during  this  meeting. 
Actions  of  the  Advisory  Panel  will  be 
restricted  to  those  issues  specifically 
identified  in  the  agenda  and  any  i.ssues 
arising  after  publication  of  this  notice 
that  reipiire  emergency  action  under 
.section  3()5(c)  of  the  Magmison-.Stevens 
Fishery  Gonservation  and  Management 
Act,  provided  the  public  has  been 
notified  of  the  ('.ouncil’s  intent  to  take 
action  to  addre.ss  the  emergency. 

Special  Accommodations 

'I’he  meeting  is  phvsii:ally  accessible 
to  people  with  disabilities.  Re(]uest.s  for 
sign  language  interpretation  or  other 
auxiliary  aids  should  he  directed  to 
Kathy  Pereira  at  the  (Council  (see 
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ADDRESSES)  at  least  5  working  days  ])rior 
to  the  meeting. 

Daliul:  Fiihruarv  ii.  20 IS. 

'I’rai:ev  I.,  'rhompson, 

Actinf’  Dvpiitv  Diwt  inr.  Officft  of  Siistaiiuihlo 
Fishcrii’s.  Xalioiuil  Mai  ina  Fislwrirs  Sarvica. 
IKK  I)<m;.  20i;»-()2K(iK  2-7-13:  am| 

BILLING  CODE  3510-22-P 

DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

RIN  0648-XC490 

Pacific  Fishery  Management  Council; 
Public  Meeting 

AGENCY:  National  Marine  Fislieries 
Service  (NMFS).  National  Oceanic  and 
Alinospheric  Administration  (NOAA). 
Commerce. 

ACTION:  Notice:  public  meeting. 

SUMMARY:  The  Pacific  Fishery 
Management  (ioimcil's  (Council)  will 
hold  a  workshoj)  on  electronic 
monitoring  in  the  rationalized 
gronndfish  trawl  fishery. 

DATES:  The  worksho|)  will  he  convened 
Monday.  Fehriiarv  2.'i.  2013  at  10  a.m. 
and  adjourn  Wednesday,  February  27, 
2013.  Upon  completion  of  business 
Mondav  and  Tuesdav.  the  workshoj) 
will  recess  for  the  night,  and  on 
Wednesday  the  workshoj)  will  adjourn 
no  later  than  2  j).m. 

ADDRESSES:  The  meeting  will  he  held  at 
the  Fmha.ssy  Suites  Hotel.  )unij)er 
Room.  7900  NF  82nd  Ave..  Portland,  (IR 
97220. 

Council  (uhlrcss:  Pacific  Fisherv 
Management  Ciouncil,  7700  Ambassador 
PI..  Suite  101.  Portland,  OR  97220- 
1384. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
lim  Seger,  Pacific  F'ishery  Management 
Ciouncil:  telej)hone:  (.')03)  820-2280. 
SUPPLEMENTARY  INFORMATION:  The 
j)urj)ose  of  the  workshoj)  is  to  develoj) 
the  j)olicy  context  and  identify 
nece.ssary  elements  for  a  thorough 
Magnuson-Stevens  Act  (MSA)  j)rocess 
to  consider  j)ossil)le  regulatorv  changes 
j)roviding  for  the  use  of  electronic 
monitoring  to  adjust  the  cuiTent  100 
j)ercent  catch  observer  coverage 
reijuirement  in  the  West  Coast 
gronndfish  trawl  catch  share  j)rogram. 
Workshoj)  recommendations  will  he 
j)rovided  to  the  Council  for 
consideration  at  its  Aj)ril  2013  meeting. 

Although  non-emergency  issues  not 
contained  in  the  meeting  agenda  may 
come  before  this  grouj)  for  discussion, 
those  issues  may  not  he  the  subject  of 
formal  action  during  this  meeting. 


Action  will  he  restricted  to  those  issues 
sj)ecifically  identified  in  this  notice  and 
any  issues  arising  after  jnihlication  of 
this  notice  that  recjuire  emergency 
action  under  .section  305(c)  of  the 
Magnu.son-Stevens  Fisherv 
Con.servalion  and  Management  Act, 
j)rovided  the  j)ul)lic  has  been  notified  of 
the  intent  to  take  final  action  to  address 
the  emergency. 

Special  Accommodations 

This  meeting  is  j)hysically  accessible 
to  j)eoj)le  with  disabilities.  Recjuests  for 
sign  language  interj)retation  or  other 
auxiliary  aids  should  he  directed  to  Mr. 
Kris  Kleinschmidt  at  (503)  820-2280  ext 
425  or  toll  free  (1-800)  800-7204  at  least 
5  days  j)rior  to  the  meeting  date. 
Aulhorily:  10  ll.S.C;.  1801  at 
Diiliid:  Kehi  uarv  .5.  2013. 

Tracey  L.  rhonipsoii, 

Actin}>  Deputy  Director,  Office  of  Sustuinahle 
Fisheries.  Xationul  Murine  Fisheries  Service. 
IKK  UdC.  2()i;i-()28li<)  Filed  2-7-13:  ami 

BILLING  CODE  3510-22-P 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

RIN  0648-XC172 

Taking  of  Marine  Mammals  Incidental 
to  Specified  Activities;  Construction  at 
Orcas  Island  and  Friday  Harbor  Ferry 
Terminals 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS).  National  Oceanic  and 
Atmosj)heric  Administration  (NOAA). 
Commerce. 

ACTION:  Notice;  j)roj)osed  incidental 
harassment  authorization;  request  for 
comments  and  information. 

SUMMARY:  NMFS  has  received  a  reejuest 
from  the  Washington  State  Dej)artment 
of  Tran.sj)ortation  (WSDOT)  Ferries 
Division  (WSF)  for  an  incidental  take 
authorization  to  take  small  numhers  of 
11  .sj)ecies  of  marine  mammals,  by  Level 
H  harassment,  incidental  to  j)roj)o.sed 
construction  activities  for  the 
rej)lacement  of  dolj)hin  structures  at  the 
Orcas  Island  and  F’riday  Harbor  ferry 
terminals  in  Washington  State.  Pursuant 
to  the  Marine  Mammal  Protection  Act 
(MMPA),  NMFS  is  reejnesting  comments 
on  its  j)roj)osal  to  issue  an  authorization 
to  WSDO  T  to  incidentally  take,  by 
harassment,  small  numhers  of  marine 
mammals  fora  jieriod  of  1  year. 

DATES:  Comments  and  information  must 
be  received  no  later  than  March  11, 

201 3. 


ADDRESSES:  Comments  on  the 
aj)j)lication  should  be  addressed  to 
Michael  Payne,  Chief,  Permits, 
Consei'vation  and  Education  Division. 
Office  of  Protected  Resources,  National 
Marine  Fisheries  Service.  1315  East- 
West  Highway.  Silver  Sjiring,  MD 
20910-3225.  The  mailbox  address  for 
j)roviding  email  comments  is 
itf).oit(tn@no(t(i.‘>ov.  NMFS  is  not 
resj)onsible  for  email  comments  sent  to 
addresses  other  than  the  one  j)rovided 
here.  Comments  .sent  via  email, 
including  all  attachments,  must  not 
exceed  a  lO-megabyte  file  size. 

In.structions:  All  comments  received 
are  a  j)art  of  the  j)ut)lic  record  and  will 
generally  be  jio.sted  to  http:// 

WWW. ninfs.nouu.uQv/pr/ permits/ 
incidental. htm  without  c;hange.  All 
Personal  Identifying  Information  (for 
example,  name,  address,  etc.) 
voluntarily  submitted  by  the  commenter 
may  be  jiublicly  accessible.  Do  not 
submit  Confidential  Business 
Information  or  otherwise  sensitive  or 
j)rotected  information. 

A  coj)y  of  the  aj)j)lication  may  be 
obtained  by  writing  to  the  address 
sj)ecified  above  or  visiting  the  internet 
at :  http://www.nmfs.noaa.eov/pr/ 
permits/incidental.htm.  Documents 
cited  in  this  notice  may  al.so  be  viewed, 
by  aj)j)ointment,  during  regular  business 
hours,  at  the  aforementioned  address. 
FOR  FURTHER  INFORMATION  CONTACT: 
.Shane  Cuan.  Office  of  Protected 
Resources.  NMFS,  (301 )  427-8401 . 
SUPPLEMENTARY  INFORMATtON: 

Background 

.Sections  101(a)(5)(A)  and  (D)  of  the 
MMPA  (10  U.S.C].  1301  et  seq.)  direct 
the  Secretary  of  (iommerce  to  allow, 
uj)on  request,  the  incidental,  but  not 
intentional,  taking  of  small  numbers  of 
marine  mammals  by  U.S.  citizens  who 
engage  in  a  sj)ecified  activity  (other  than 
commercial  fishing)  within  a  sjiecified 
geograj)hical  region  if  certain  findings 
are  made  and  either  regulations  are 
issued  or,  if  the  taking  is  limited  to 
harassment,  a  notic:e  of  a  j)roj)o.sed 
authorization  is  j)rovided  to  the  jiublic 
for  review. 

An  autborization  for  incidental 
takings  shall  be  granted  if  NMF.S  finds 
that  the  taking  will  have  a  negligible 
imj)act  on  tbe  sj)ecies  or  .stock(s),  will 
not  have  an  immitigable  adverse  imjiact 
on  the  availability  of  the  sjiecies  or 
stock(s)  for  subsi.stence  uses  (where 
relevant),  and  if  the  j)ermissible 
methods  of  taking  and  requirements 
j)ertaining  to  the  mitigation,  monitoring 
and  rej)orting  of  such  takings  are  set 
forth.  NMF.S  lias  defined  “negligible 
imj)act”  in  50  CF'R  21(i.l()3  as  “*  *  * 


an 
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im])act  resulting  from  the  sj)e(:ifie(l 
activity  that  cannot  l)e  rciasonahly 
expected  to,  and  is  not  reasonably  likely 
to.  adversely  affect  the  species  or  stock 
through  effects  on  annual  rates  of 
recruitment  or  survival.” 

Section  1()l(aK5)(D)  of  the  MMFA 
(!stahlished  an  expedited  process  hy 
which  citizens  of  the  II. S.  can  apj)lv  for 
a  one-year  authorization  to  incidentallv 
take  small  mnnhers  of  mariiK?  mammals 
hy  harassment,  provided  that  there  is  no 
potential  for  serious  injurv  or  mortalitv 
to  result  from  the  activity.  Section 
101  (a)(5)(D)  establishes  a  45-day  time 
limit  for  NMFS  review  of  an  apjjlication 
followed  by  a  30-day  jmhlic  notic:e  and 
c;omment  period  on  any  j)roposed 
authorizations  for  the  incidental 
harassment  of  marine  mammals.  Within 
45  days  of  the  close  of  the  comment 
p(!riod,  NMFS  must  either  i.ssue  or  deny 
the  authorization. 

Suminary  of  Request 

On  May  25,  2012,  WSDOT  submitted 
a  request  to  NOAA  rcKiuesting  an  IHA 
for  the  po.ssihle  harassment  of  .small 
numbers  of  11  marine  mammal  species 
incidental  to  construction  associated 
with  the  re])lacement  of  dol])hin 
.structures  at  the  Orcas  Island  and  Friday 
Harbor  ferry  terminals  in  Washington 
State.  On  )uly  20,  W.SDOT  submitted  a 
revised  IHA  a])])lication.  'I'lie  ac;tion 
discussfid  in  this  document  is  based  on 
WSDOT’s  )nly  20,  2012.  IHA 
application. 

Description  of  the  Specified  Activity 

Dolphins  are  structures  located 
offshore  that  are  used  to  guide  the  ferry 
into  the  terminal  and  hold  it  in  place 
while  docked.  There  are  two  types  of 
tloljjhins  common  at  WSF  ferry 
terminals:  Timber  and  steel.  Timber 
dolphins  are  older  structures,  tyjjically 
constructed  of  creosote  treated  pilings 
lashed  together  hy  galvanized  steel  rope, 
and  reinforc(Hl  as  needed  with  13" 
pla.stic/steel  core  jnles.  WSF  is 
.systematically  rejjlacing  timber 
doljjhins  with  steel  dolphins  avoid 
future  structun!  failures.  Steel  dolphins 
consist  of  reaction  piles  with  a  steel 
diaphragm,  and  larger  fender  piles  with 
fender  |)anels.  Fender  panels  are  made 
of  ultra  high  molecular  weight  (IIHMW) 
jda.stic,  and  act  as  rub  surfaces  for  the 
ferry. 

The  proposed  jnojijct  is  to  replace  a 
single  timber  doljjhin  with  a  new 
dolphin  at  the  Orcas  Island  and  two 
timber  doljjhins  with  new  steel 
dolphins  at  the  Friday  Harbor  Ferry 
Terminal. 


Ovm  view  ol  the  Phtniwd  Activitiets 

Th(!  following  construction  activities 
are  anticipated  for  the  Orcas  terminal: 

•  Remove  one  (i‘)-pile  dolphin  (13- 
inch  timber  ik  plastic/stecd-core  j)iles/ 
lot)  tons  of  creosote-treated  timl)(!r)  with 
a  vibratory  hammer  or  by  direct  pull 
and  clamshell  removal; 

•  Vibratory  pile  drive  four  24-  or  30- 
inch  (final  size  to  he  determined) 
hollow  steel  reaction  piles  and  three  30- 
inch  hollow  steel  fender  piles; 

•  Place  precast  concrete  diaphragm 
on  new  dolphin: 

•  Attach  fender  panels  tc)  new  fender 
])iles;  and 

•  Re])osition  one  floating  dol])hin 
anchor. 

The  following  con.struction  activities 
are  antic;i])ated  for  the  Friday  Harbor 
terminal: 

•  Remove  one  37-pile  dolphin  (13- 
inch  timber  pile.s/02  tons  of  creosote- 
treated  timber)  W'ith  a  vibratory  hammer 
or  by  direct  ])ull  and  clamshell  removal; 

•  Vibratory  pile  drive  up  to  four  24- 
or  3()-inch  (final  size  to  he  determined) 
hollow  steel  reaction  ])iles  and  one  38- 
inch  holh)w  steel  fender  pile; 

•  Place  precast  concrete  diai)hragm 
on  new  dol])hin; 

•  Attach  fender  |)anel  to  new  fender 
l)ile; 

•  Remove  one  l()2-pile  dolphin  (13- 
inch  timber  and  ])lastic/steel-core  piles/ 
1()()  tons  of  creosote-tnuited  timber)  with 
a  vibratory  hammer  or  by  direct  pull 
and  clamshell  removal; 

•  Vibratory  pile  drive  up  to  four  24- 
or  3()-inch  (final  size  to  he  determined) 
hollow  steel  reaction  piles  and  four  38- 
inch  hollow  steel  fender  piles: 

•  Place  ])recast  concrete  diaphragm 
on  new  dolphin;  and 

•  Attach  fender  panels  to  new  fender 
j)iles. 

A  total  of  334  tons  of  creosote-treated 
timbers  will  he  removed  from  the 
marine  environment.  The  total  mudline 
foot])rint  of  the  existing  dol])hins  is  258 
.s(|uare  feet  (ft-).  The  total  mudline 
footi)rinl  of  the  new  dolphin  will  he  95 
ft-,  a  reduction  of  181  ft-.  In  addition, 
the  footprint  of  the  new  steel  dolphins 
will  he  more  open,  allowing  fish 
movement  between  the  piles.  'Fhe  new 
dol])hin.s  will  have  20  ])iles,  compared 
to  the  existing  doli)hins,  which  have 
208  tightly  clu.stered  piles  with  no  S])ace 
between  them. 

In  summary,  the  j)ro])osed  jiroject 
involves  using  a  vibratory  hammer  to 
remove  a  total  of  1 75  timber  ])iles  and 
using  a  vihratorv  hammer  to  install  a 
total  of  20  steel  piles  for  the  new 
dol])hins. 


C^onstruction  Activity  Elcnwnis 

1.  Vibratory  Hammer  Removal 

Vihratorv  hammer  extraction  is  a 
common  method  for  removing  timber 
piling.  A  vihratorv  hammer  is  a  large 
mechanical  device  inostlv  constructed 
of  steel  (weighing  5  to  18  tons)  that  is 
sus|)end(!d  from  a  crane  bv  a  cahh;.  It  is 
attached  to  a  derrick  and  positioned  on 
the  top  of  a  pile.  The  ])ile  is  then 
unseated  from  the  .sediments  bv 
engaging  the  hammer,  creating  a 
vibration  that  loosens  the  .sediments 
binding  the  j)ile.  and  then  slowly  lifting 
uj)  on  the  hammer  with  the  aid  of  the 
crane. 

Once  un.seated,  the  crane  will 
continue  to  raise  the  hammer  and  j)ull 
the  ])ile  from  the  sediment.  When  the 
pile  is  released  from  the  .sediment,  the 
vibratory  hammer  is  disengaged  and  the 
pile  is  ])ulled  from  the  water  and  placed 
on  a  barge  for  transfer  upland.  Vibratory 
removal  will  take  approximately  10  to 
15  minutes  per  pile. 

2.  Direct  Pull  and  (damshell  Removal 

Older  timber  pilings  are  particularlv 
prone  to  breaking  at  the  mudline 
idecau.se  of  damage  from  marine  borers 
and  vessel  imj)acts  and  must  he 
removed  becau.se  they  c:an  interfere  with 
the  installation  of  new  pilings.  In  .some 
cases,  removal  with  a  vibratory  hammer 
is  not  possible  if  the  pile  is  too  fragile 
to  withstand  the  hammer  force.  Broken 
or  damaged  piles  may  he  removed  hy 
wrap])ing  the  piles  with  a  cable  and 
pulling  them  directly  from  the  sediment 
with  a  crane.  If  the  jiiles  break  below  the 
waterline,  the  pile  stubs  will  be 
removed  with  a  clamshell  bucket,  a 
hinged  steel  ajjparatus  that  operates  like 
a  .set  of  steel  jaws.  The  bucket  will  be 
lowered  from  a  crane  and  the  jaws  will 
gra.sp  the  pile  .stub  as  the  crane  j)ulled 
up.  The  broken  piling  and  stubs  will  he 
loaded  onto  the  barge  for  off-site 
disposal.  Clamshell  removal  will  be 
used  only  if  necessary. 

3.  Vibratory  Hammer  Installation 

Vibratory  hammers  are  also 
commonly  uscid  in  .steel  jiile  installation 
where  sediments  allow  and  involve  the 
.same  vibratory  hammer  u.sed  in  ))ile 
extraction.  The  pile  is  placed  into 
])o.sition  using  a  choker  and  crane,  and 
then  vibrated  between  1.2()()  and  2.4()() 
vibrations  per  minute.  The  vibrations 
li(]uefy  the  sediment  surrounding  tin; 
pile  allowing  the  pile  to  ])enetrate  to  the 
recjuired  .seating  de])th.  The  type  of 
vibratory  hammer  that  will  be  u.sed  for 
the  project  will  likely  be  an  APE  400 
King  Kong  (or  equivalent)  with  a  drive 
force  of  381  tons. 
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Sound  Ufvtds  from  Proposed 
(Construction  Activity 

As  nieiitioned  earlier,  the  propo.sed 
eon.stniction  project  includes  vibratory 
nnnoval  of  208.  13-inch  timber  and 
|)lastic-faced  piles,  and  vihratorv  driving 
of  20  24-inch.  30-inch  and  3(»-inch 
hollow  .steel  piling. 

No  .sound  level  data  is  available  for 
13-iiu;h  timber  and  plastic- faciul  piles. 
Ilased  on  in- water  measurements  at  the 
WSF  l\)rt  Townsend  Ferr\'  Tcirminal 
(Laughlin  2011a).  removal  of  12-inch 
timh(!r  piles  generated  140  to  1.'>2  dB  re 
1  pFa  (rool-mean-s(piare.  or  rms)  with 
an  overall  average  rms  value  of  l.'iO  dB 
re  1  pBa  (rms)  measured  at  10  meters. 

A  worst-ca.se  noise  level  for  vibratory 
nmioval  of  13-inch  timber  and  j)la.stic- 
faced  piles  will  he  1.52  (IB  n;  1  pBa  (rms) 
at  10  m. 

Bastui  on  in-water  m(;asun;ments  at 
the  WSF  Fridav  Harbor  Ferry  Terminal, 
vihratorv  pile  driving  of  a  24-inch  .steel 


|)ile  g(!neral(!d  102  dB  re  1  pFa  (rms) 
nunisunul  at  10  nuiters  (Laughlin  2010a). 

Bas(;d  on  in-water  measurenumts 
during  a  vihratorv  t(;.st  pih;  at  the  W.SF 
Fort  Townsimd  Ferry  Tca  ininal. 
vihratorv  pile  driving  of  a  30-inch  stei;! 
pile  gcmerated  170  dB  re  1  pFa  (rms) 
(overall  average),  with  the  highest 
measured  at  174  dB  re  1  pFa  (rms) 
nujasured  at  10  meters  (Laughlin  20101)). 
A  worst-case  noise  level  for  vihratorv 
driving  of  30-inch  steel  piles  will  he  174 
(IB  re  1  pFa  (rms)  at  10  m. 

Ba.sed  on  in-water  measurements  at 
the  Fort  Townsend  ferry  terminal, 
vihratorv  pile  driving  of  a  30"  pile 
measured  at  10  m  generated  172  (IB  re 
1  pFa  (rms)  (overall  average),  with  the 
highe.st  measured  at  177  dB  re  1  pFa 
(rms)  (Laughlin  20101)).  A  worst-case 
noise  level  for  vihratorv  driving  of  30" 
steel  piles  will  he  177  dB  re  1  pFa  (rms) 
at  10  m. 

While  in-air  sounds  are  not  applicable 
to  cetaceans,  they  are  to  pinnij)e(ts. 


especially  harbor  seals  when  hauled 
out.  No  unweighted  in-air  sound  level 
data  is  available  for  13-inch  timber  and 
|)lastic-fa(:e(l  j)ile  lemoval.  or  for  24-  or 
.30-in(:h  vibratory  ])ile  driving, 
tinweighted  in-air  measurements  of 
vibratory  driving  of  a  30-in(;h  steel  i)ile 
collected  during  the  2010  Key.stone 
Ferry  Terminal  Wingwalls  Replacement 
Froject  ranged  from  05-07.8  dB  re  20 
pFa  (rms)  at  50  ft.  (Laughlin  2010b). 
Removal  of  13-inch  pile  in-air  noise 
levels  will  he  conservatively  assumed  to 
be  the  same  as  pile 

Using  practical  spreading  model  to 
calculate  sound  pro])agati()n  loss.  Table 
1  provides  the  estimated  distances 
where  the  received  underwater  .sound 
levels  (lro])s  to  120  dB  re  1  pFa  (rms), 
which  is  the  threshold  that  currently 
used  for  determining  Level  B  behavioral 
harassment  (see  below)  from  non- 
imi)ul.se  noi.se  sources  based  on 
measurements  of  different  pile  sizes. 


Table  1— Estimated  Distances  Where  Vibratory  Pile  Driving  Received  Sound  Levels  Drop  to  120  dB  re  1 

pPa  Based  on  Measurements  of  Different  Pile  Sizes 


\ 

\ 

Distance  to  120 

Pile  size  (inch)  j 

Measured  source  levels 

dB  re  1  gPa 
(rms)  (km) 

13 . 

152  dB  re  1  gPa  (rms)  @  16  m  . 

2.2 

24  . 

162  dB  re  1  pPa  (rms)  @  10  m  . 

6.3 

30 . 

174  dB  re  1  gPa  (rms)  @  10  m  . 

39,8 

36 . 

177  dB  re  1  gPa  (rms)  @  10  m  . 

63.1 

However,  land  mass  is  intersected 
Indore  the.se  distances  are  reached, 
except  for  vibratory  pile  removal.  F’or 
the  Orcas  terminal,  land  is  intersected  at 
a  maximum  of  3.5  km  (2.2  miles).  For 
the  Friday  Harbor  terminal,  land  is 
intersected  at  a  maximum  of  4.7  km  (2.0 
miles). 

For  airborne  noise,  currently  NMFS 
uses  an  in-air  noi.se  disturbance 
threshold  of  00  dB  re  20  pFa  (rms) 
(unweighted)  for  harbor  seals,  and  100 
(IB  re  20  pFa  (rms)  (unweighted)  for  all 
other  pinni|)eds.  Using  the  above 
aforementioned  measurement  of  07.8  dB 
re  20  pFa  (rms)  @  50  ft.  and  attenuating 
at  0  (IBA  per  doubling  distance,  in-air 
noise  from  vihratorv  pile  removal  and 
driving  will  attenuate  to  the  00  dB  re  20 
pFa  (rms)  within  approximately  37  m. 
and  the  100  dll  re  20  pFa  (rms)  within 
approximately  12  m. 

I^atcs.  Duration,  and  licf’ion  o  f  Activity 

In-water  construction  is  |)lanne(l  to 
take  place  between  .September  1. 2013. 
and  February  15.  2014.  The  on-site  work 
will  last  approximately  8  weeks  with 
actual  pile  removal  and  driving 
activities  taking  place  aj)j)r()ximately 
25%  of  that  time. 


'I'he  number  of  days  it  will  take  to 
remove  and  in.stall  the  pilings  largely 
depends  on  the  condition  of  the  |)iles 
being  removed  and  the  difficulty  in 
penetrating  the  sid)strate  during  pile 
installation.  Duration  estimates  of  each 
of  the  pile  removal  and  pile  driving 
elements  follow: 

•  The  daily  constructioji  window  for 
pile  removal  or  driving  will  begin  no 
sooner  than  30  minutes  after  sunri.se  to 
allow  for  initial  marine  niammal 
monitoring,  and  will  end  at  sun.sel  (or 
soon  after),  when  visibility  decreases  to 
the  |)()int  that  effective  marine  mammal 
monitoring  is  not  possible. 

•  Vibratory  pile  removal  of  the 
existing  limber/|)la.sti(:-face(i  piles  will 
take  a|)proxiniately  10  to  15  minutes  per 
pile.  Vibratory  removal  will  take  less 
lime  than  driving,  because  ])ile.s  are 
vibrated  to  loo.sen  them  from  the  soil, 
and  then  juilled  out  with  the  vihratorv 
hammer  turned  off.  Assuming  the  worst 
case  of  15  minutes  per  pile  (with  no 
direct  ])ull  or  clamshell  removal), 
removal  of  09  |)iles  at  the  Orcas  terminal 
will  take  17.2  hours  over  three  days  of 
pile  removal.  Removal  of  139  piles  at 
the  Friday  Harbor  terminal  will  take 


34.75  hours  over  five  days  of  pile 
removal. 

•  Vibratory  pile  driving  of  the  steel 
l)iles  will  lake  api)r()ximatelv  20 
minutes  jjer  pile,  with  three  to  five  piles 
installed  j)er  day.  Assuming  20  minutes 
l)er  ])ile.  and  three  piles  ])er  day,  driving 
of  7  ])iles  at  the  Orcas  terminal  will  take 
2.3  hours  over  2  days.  Driving  of  13 
piles  at  the  Friday  Harbor  terminal  will 
take  4.3  hours  over  5  days. 

The  totid  worst-case  time  for  ])ile 
removal  is  7  days,  and  for  pile 
installation  10  days.  The  actual  number 
of  pile-driving  days  is  ex])ecfe(l  to  be 
less. 

All  work  at  the  Orcas  terminal  will 
occur  in  water  depths  between  -24.0 
and  —31.0  feet  MLLVV.  At  the  Friday 
Harbor  terminal  all  work  will  occur 
between  -30  and  -34  feet  MLLVV. 

Description  of  Marine  Mammals  in  the 
Area  of  the  Specilled  Activity 

The  marine  mammal  s])ecies  under 
NMFS  jurisdiction  mo.st  likely  to  occur 
in  the  i)r()i)().se(l  construction  area 
include  Facific  harbor  .seal  (F/iocu 
viiulina  ricliardsi),  California  sea  lion 
{Zcdopluis  c(difornianus),  northern 
ele])hant  seal  (M/'/oi/ngu  angusiirostris). 
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.Slollor  sea  lion  (Eiinu-topids  jiihdliis), 
liarbor  |)ori)oise  (Plwrocnd  phocodiid).  W 

Dali’s  porpoise  [Phocodnoicids  (hilli),  se 

I’acific  white-sided  dolphin  n: 

(Ldf’dnorhvnchus  ol)Ii(ididdns).  killer  ki 

whale  [Orciinis  orcd),  gray  whale  In 

(Esdhiichtids  robustiis),  lunnphack  ai 

whale  (Mdgdi)tdrd  novdddnglidd),  and  1 

inink(!  whaU;  [Bdldduoptcvd  8 

dcdiorosti'd).  ” 

(anieral  inl'orination  on  the  inariiK!  k 

inannnal  sp(H;ies  lonnd  in  C.alilf)rnia  I: 

waters  can  he  I'onnd  in  (iaretta  dl  dl.  n 

(2011),  which  is  available  at  the  1; 

following  URh; /id/).//  ^ 

lyn’u’.nnifs.nodd.gov/pr/pdjs/sdi's/  e 

po'JOlO.pdf.  Refer  to  that  docninent  lor  '1 

information  on  these  species.  Sjieidlic  1 

information  concerning  these  species  in  ( 

the  vicdnity  of  the  ])roj)osed  action  area  1 

is  provided  helow.  | 

I  Idi’hor  Sdcd  ^ 

1  larhor  seals  are  memhers  of  the  triH! 
seal  family  (Rhocidae).  For  management  | 

])nrposes,  three  separate  harbor  seal 
stocks  are  recognized  along  the  west 
coast  of  the  continental  ll.S.  (Boveng 
1088);  (1)  Inland  waters  ol  Washington 
.State  (including  Hood  (kmal,  Bnget 
Sound.  (leorgia  Basin  and  the  Strait  ot 
)nan  de  Fnca  out  to  (iaiie  Flattery),  (2) 
outer  c;oast  of  Oregon  and  Washington, 
and  (8)  California  (Carretta  dl  dl.  2()()7a). 
Fnjiping  seasons  vary  by  geograjihic 
region.  For  the  San  loan  Island  region. 
pn])s  are  horn  from  |nne  through 
August,  and  in  .sontliern  Bnget  Sound 
j)ni)s  are  horn  from  mid-)nly  through 
.September  ()effries  dl  dl.  2()()()). 

However,  recent  oh.servations  by  the 
Washington  Department  of  Fish  and 
Wildlife  (WDFW)  biologists  reveal  that 
harbor  seal  jjiijijhng  seasons  in  San  loan 
Island  and  Georgia  Basin  extend  from 
)nne  1  to  October  1  (WSDOT  2012). 

After  October  1  all  imjis  in  the  inland 
waters  of  Washington  are  weaned. 

Of  the  four  pinnijied  sjiecies  that 
occur  within  the  region  of  activity, 
harbor  seals  are  the  most  nmnerons  and 
the  only  one  that  breeds  in  the  inland 
marine  waters  ol  Washington 
(Calamhokidis  and  Baird  1094).  In  1909. 
jeffries  dl  dl.  (2003)  nicorded  a  mean 
count  ol  9, .')!)()  harbor  seals  in 
Washington’s  inland  marine  waters,  and 
estimated  the  total  i)0])nlation  to  he 
apj)roximately  14.000  animals 
(including  the  .Strait  of  jnan  de  Fnca). 
The  ])opnlation  across  Washington 
increased  at  an  average  annual  rate  of  10 
p(!rc(mt  h(!tween  1991  and  1990  ()effries 
dl  dl.  1997)  and  is  thought  to  he  stable 
(jeffries  dl  dl.  2003).  Tlui  Whale 
Mnsemn/Marine  Mammal  Stranding 
Network  estimates  that  approximately 
4,000  seals  are  pre.sent  in  the  San  jnan 
Islands  (Whale  Mnsenm  2012a). 


Within  the  inland  waters  of 
Washington,  there  are  nmnerons  harhor  2( 
seal  haidont  sites  located  on  intertiilal  ai 
rocks,  reefs,  and  islands.  The  nearest  (j 

known  hanlont  sites  to  the  Orcas  Island 
ferry  terminal  are  Blind  Island  Rot;ks 
and  Blind  Island  (approximately  1 .2  and  I'J 
1 .4  km  .south  of  the  Orcas  terminal)  and  d 
Bell  Island  (ai)i)roximately  2.7  km  west  s 
of  the  Orcas  terminal).  'I’he  nearest  t< 

known  haidont  .sites  to  the  Friday  <> 

Harhor  ferrv  terminal  are  the  intertidal  k 
rocks  NE  of  Point  George  on  .Shaw 
Island  (apj)roximately  4  km  and  4.7  km  1 
NE  of  the  Friday  1  lariior  terminal)  ' 

offshore  of  Shaw  Island  (Figure  3-2).  t 
The  nnmher  ol  harhor  seals  using  these 
hanlonts  is  less  than  100  per  hanlont  t 
(WDFW  2000).  The  level  of  use  of  this  i 

hanlont  during  the  tall  and  winter  is  ( 

unknown,  but  is  expected  to  he  much 
less  as  air  temjieratnres  become  colder 
than  water  temjieratnres  resulting  in  ' 

seals  in  general  hauling  out  le.ss 
(W.SDGT2012). 

Harhor  seals  are  not  considered  to  he 
“depleted”  under  the  MMBA  or  listed  as 
"threatened”  or  “endangered”  under  the 
ESA.  The  .stock  is  also  considered 
within  its  Ojitimnm  Sustainable 
Bopnlation  level  (jeffries  dl  dl.  2003). 

(Idlifovnid  Sdd  Lion 

NMk’S  recognizes  three  stocks  ol 
Galifornia  sea  lion  based  on  their 
geographic  distrihntion:  (1)  The  ll.S. 
stock  begins  at  the  ll.S./Mexico  border 
and  extends  northward  into  Ganaila;  (2) 
the  Western  Baja  Galifornia  slock 
extends  from  the  ll.S./Mexico  border  to 
the  southern  tij)  of  the  Baja  Galifornia 
Beninsnla;  and  (3)  the  (mil  ot  Galifornia 
stock,  which  includes  the  Gnlf  of 
1  Galifornia  from  the  southern  tip  ot  the 
Baja  Galifornia  jieninsnla  and  across  to 
the  mainland  and  extends  to  southern 
Mexico  (Lowry  dl  dl.  1992).  Galifornia 
sea  lions  in  the  Washington  .State  belong 
to  the  U.S.  stock. 

The  ll.S.  stock  was  estimated  at 
I  238,()()()  in  the  2010  Stock  A.ssessment 
Rejiort  (SAR)  and  may  be  at  carrying 
capacity,  although  more  data  are  needed 
),  to  verify  that  determination  (Garretta  dl 
dl.  2007a).  The  number  of  Galitornia  .sea 
lions  in  the  San  jnan  Islands  and  the 
(1  adjacent  Strait  of  jnan  de  Fnca  totaled 
fewer  than  3,000  in  the  mid-1980s  (Bigg 
198.');  Gearin  dl  dl.  1980).  In  1994.  it  was 
reported  that  the  number  of  .sea  lions 
had  stabilized  or  decreased  in  some 
10  areas  (Gearin  dl  (d.  1988;  Galambokidis 
is  and  Baird  1994).  More  re(;ently,  3,000  to 
.O.OOO  animals  are  estimated  to  move 
into  northwest  waters  (both  Washington 
and  British  Golnmbia)  during  the  fall 
(Sei)temher)  and  remain  until  the  late 
1  spring  (Mav)  when  most  return  to 
breeding  rookeries  in  Galifornia  and 


Mexico  (jeffries  dl  dl.  2000;  WSDOl 
2012).  Beak  c.ounts  of  over  1.000 
animals  have  been  made  in  Bnget  Sound 
(jeffries  dl  dl.  2000). 

In  Washington.  Galitornia  .sea  lions 
use  hanlont  sites  within  all  inland  water 
regions  (jeffries  dl  dl.  2000).  The  nearest 
doc.nmented  Galilornia  sea  lion  hanlont 
sites  to  the  Or(;as  and  Friday  Harhor 
terminals  are  intertidal  ro(;ks  and  rent 
areas  around  Trial  Island  and  Rac.e 
Rocks  near  Victoria.  B.G.  (aiiproximately 
32/24  km  west  of  the  ()n;as/Friday 
Harbor  terminals,  resjiec.tively).  the 
number  of  Galifornia  .sea  lions  using 
these  hanlonts  is  le.ss  than  100  per 
hanlont  (WDFW  2000).  Small  numbers 
of  sea  lions  may  o(;casionally  nse 
navigation  bnovs  in  the  San  jnan  Islands 
(WDFW  2000).' 

Galifornia  sea  lions  were  unknown  m 
Bnget  .Sound  until  approximately  1979 
(Steiger  and  Galambokidis  1980).  Everitt 
dl  dl.  (1980)  reported  the  initial 
occnrren(;e  ot  large  nnmhers  at  Bort 
Gardner,  just  north  ot  Everett  (in 
northern  Bnget  Sonnd).  in  the  spring  ot 
1979.  The  number  of  Galitornia  sea  lions 
using  this  area  today  number  around 
1,000  (WSDOT  2012).  This  hanlont 
remains  the  largest  in  the  state  tor  sea 
lions  in  general  and  for  Galitornia  sea 
lions  siiecifically  (WSDOT  2012). 

Similar  sightings  and  ini;reases  in 
nnmbers  were  (locnmentetl  throughout 
the  region  alter  the  initial  sighting  in 
1979  (.Steiger  and  Galambokidis  1980). 
including  urbanized  areas  siuih  as  Elliot 
Bay  near  Seattle  and  heavily  used  areas 
of  central  Bnget  Sonnd  (Gearin  dl  dl. 
1980).  The  movement  of  Galitornia  sea 
lions  into  Bnget  Sonnd  could  be  an 
expansion  in  range  of  a  growing 
pojmlation  (Steiger  and  Galambokidis 
1980). 

Galifornia  sea  lions  do  not  avoid  areas 
with  heavy  or  freipient  human  ai;tivity, 
g  but  rather  may  ajiproach  i;ertain  areas  to 
inve.stigate.  This  spe(;ie.s  typically  does 
not  flush  from  a  buoy  or  hanlont  if 
approac.hed. 

Galifornia  sea  lions  are  not  listed  as 
B  endangered  or  threatened  under  the 
ESA  or  as  dejileted  under  the  MMBA. 
'I'liey  are  not  considered  a  strategic  stock 
under  the  MMBA. 


A’oiilidrn  Eldphanl  SddI 

Northern  elephant  seals  are  the  largest 
pinniped  found  in  Washington  marine 
waters.  Bojinlations  of  northern 
elephant  seals  in  the  l)..S.  and  Mexico 
are  the  result  of  a  few  hundred  survivors 
remaining  after  hunting  nearly  led  to  the 
species’  extin(;tion  (Stewart  dl  dl.  1994). 
Ele])hant  seals  present  in  the  region  ol 
activity  are  considered  part  ol  the 
Galifornia  breeding  stock  (C.arretta  dl  dl. 
20()7a).  Northern  ele])hant  seals  breed 
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and  give  birth  primarily  on  islands  off 
of  (California  and  Mexico  from  Decemlaa' 
through  March  (Stewart  and  ftuher 
1093:  Carretta  at  al.  2()()7a).  Tyj)ically, 
juveniles  form  new  coloni(!s  and  one  or 
more  females  join  to  result  in  new 
haulout  and  rookerv  sites  (llonnell  at  ul. 
1001). 

Northern  ele])hant  .seal  ahnndance 
estimates  for  inland  Washington  waters 
are  not  available  due  to  the  infre(|uen(:y 
of  sightings  and  tin;  low  mnnhers 
(mcountered  (WSDOT  2012).  Rough 
estimates  suggest  less  than  100 
individuals  use  the  anut  annually 
(W.SDOT  2012).  Breeding  rookeries  are 
located  on  beaches  and  islands  in 
(California  and  Mexico  (Jeffries  at  cil. 
2000).  Historically,  after  their  winter 
breeding  season  and  annual  molt  cycles, 
individuals  dispersed  northward  along 
the  (Oregon  and  Washington  coa.sts  and 
were  present  only  on  a  seasonal  basis. 
However,  a  few  individuals  are  now 
found  in  Washington  inland  waters 
y(;ar-round. 

Haulout  areas  are  not  as  jjnulictahle  as 
for  the  other  s])ecies  of  iiinniptuls.  In 
total.  WIOFW  has  identified  seven 
haulout  sites  in  inland  Washington 
waters  used  hy  this  s])ecies.  A  few 
indivitluals  u.se  heaclies  at  Protection 
Island  (.')2/4()  km  south  of  the  Orcas/ 
Friday  Harbor  terminals,  respectively) 
and  .Sinith/Minor  Islands  (32/27  km 
.south  of  the  Orcas/Fridav  Harhor 
terminals)  (WDFW  2()()oj.  Ty])ically 
the.se  sit(!.s  have  onlv  two  to  ten  adult 
males  and  females,  hut  j)uj)])ing  has 
occurred  at  all  of  these  sites  over  the 
past  ten  years  (WSDOT  2012).  A  single 
individual  has  been  observed  hauled 
out  at  American  (Camp  on  San  Juan 
Island  (NFS  2012).  and  at  Shaw  Island 
(Countv  Park  on  Shaw  Island  (Miller 
2012).' 

Northern  elephant  seals  are  not  listed 
as  endangered  or  threateiKid  under  the 
F.SA  or  as  dejileted  under  the  MMPA. 

Stallar  Saa  Lion 

.Steller  sea  lions  com])rise  two 
recognized  management  stocks  (eastern 
and  western),  separat(;d  at  144°  W 
longitude  (Loughlin  1907).  Only  the 
eastern  stock  is  considenul  hen;  because 
the  western  stock  occurs  outside  of  the 
geographic  area  of  the  ])roposed  activitv. 
Br(;e(ling  rookeries  for  tin;  eastern  stock 
are  located  along  the  (California.  Oregon, 
British  (Columbia,  and  south(;ast  Alaska 
coasts,  hut  not  along  the  Washington 
coa.st  or  in  inland  Washington  waters 
(Angliss  and  Outlaw  2007).  Steller  sea 
lions  j)rimarily  u.se  haulout  sites  on  the 
out(;r  coa.st  of  Washington  and  in  the 
Strait  of  Juan  de  Fuca  along  Vancouver 
Island  in  British  Columbia.  Onlv  sub- 
adults  or  non-breeding  adults  mav  he 


found  in  the  inland  waters  of 
Washington  (Pitcher  at  ol.  2007). 

The  (;astern  .stock  of  Steller  .sea  lions 
is  eslimat(;(l  to  ht;  t)(;tween  48. .lit)  and 
.'14.989  individuals  based  on  2002 
through  200.')  ])U])  counts  (Angliss  and 
Outlaw  2007).  Washington's  estimate 
including  the  outer  coa.st  is  (k'H 
individuals  (non-])up.s  only)  (Pitcher  at 
(il.  2007).  However,  recent  (;.stimate.s  are 
that  1.000  to  2.000  individuals  (;nter  the 
Strait  of  Juan  de  Fuca  during  the  (all 
and  winter  months  (W.SDOT  2012). 

.Steller  sea  lions  in  Washington  .State 
decline  during  the  summer  months, 
which  correspond  to  the  breeding 
season  at  ()r(;gon  and  British  Columbia 
rookeries  (a])proximately  late  Mav  to 
early  June)  and  peak  during  the  fall  and 
winter  months  (Jeffries  at  al.  2000).  A 
few  .Steller  .sea  lions  can  he  oh.served 
year-round  in  Puget  .Souiul/(Ceorgia 
Basin  although  most  of  the  t)r(;eding  age 
animals  return  to  rookeries  in  the  .s|)ring 
and  summer. 

For  Washington  inland  waters.  .Steller 
sea  lion  abundances  vary  s(;a.sonallv 
with  a  minimum  estimate  of  1,000  to 
2.000  individuals  present  or  passing 
through  the  .Strait  of  Juan  de  Fuca  in  fall 
and  winter  months  (W.SDO  T  2012. 
citing  .S.  Jeffries  p(;r.s.  comm.  2008). 
However,  the  numher  of  haulout  sites 
has  increa.sed  in  recent  vears.  Hanlonts 
in  tin;  .San  Juan  IsJaiuls  inchuh;  (Cr(;en 
Point  on  .S])(;id(;n  Island  (12/13  km 
northwest  of  the  Orcas/Fridav  Harhor 
terminals,  resp(;ctivelv).  North  Peapod 
Rock  (l.')/23  km  northeast  of  the  Orcas/ 
Friday  Harhor  terminals,  respectively). 
Bird  Rocks  (18/19  km  .southeast  of  the 
Orcas/FTiday  Harhor  terminals, 
respectively)  and  Whale  Rock  (17/11  km 
south  of  the  Orcas/Fridav  Harhor 
terminals,  respectively)  (NMFS  2012). 

.Steller  sea  lions  were  li.sted  as 
threatened  range-wide  under  the  E.SA 
on  November  20,  1990  (.5.')  FR  49204). 
After  division  into  two  stocks,  the 
western  stock  was  listed  as  endangered 
under  the  E.SA  on  May  4.  1997  and  the 
ea.stern  stock  remained  classified  as 
thr(;atened  (02  FR  2434.')).  In  2000  the 
NMF.S  .Steller  sea  lion  recovery  t(;am 
proj)o.sed  removal  of  the  east(;rn  .stock 
from  listing  under  the  E.SA  ha.sed  on  its 
annual  rate  ofincrea.se  of  a|)proximat(;lv 
3%  since  the  mid-l‘)70s. 

On  Augu.st  27.  1993.  NMF’.S  puhlish(;d 
a  final  rule  designating  critical  habitat 
for  the  .Steller  sea  lion  (NMF.S  l‘)93).  No 
critical  habitat  has  h(;en  designated  in 
Washington  (NMF.S  1993).  (iritical 
habitat  is  associated  with  breeding  and 
haulout  areas  in  Alaska,  (California,  and 
Oregon  (NMF.S  1993). 

.Steller  .sea  lions  are  li.sted  as  d(;])leted 
under  the  MMPA.  Both  .stocks  an;  thus 
classified  as  strategic. 


Harbor  Porpoisa 

In  the  Northw(;st  IJ.S..  harbor 
j)orpoises  are  divided  into  two  stocks: 

(1)  Tin;  Washington  Inland  Waters 
.Stock,  and  (2)  the  Or(;gon/Washington 
(Coast  .Stock  ((Carretta  at  al.  20071)).  Tin; 
Washington  Inland  Waters  .Stock  occurs 
in  wat(;rs  east  of  (Ca])e  F’lattery  (.Strait  of 
Juan  (h;  F'uca.  .San  Juan  Island  Region, 
and  Pug(;t  .Sound).  The  ()n;gon/ 
Washington  (Coa.st  .Stock  extends  from 
(Ca|)(;  Flatt(;rv.  Washington  .south  to 
(Cape  Blanco.  Oregon.  Although  harbor 
porpoises  have  been  s])otted  in  deep 
water,  they  tend  to  remain  in  shallower 
shelf  waters  (<!.')()  m)  wh(;re  thev  are 
mo.st  often  oh.served  in  small  groups  of 
one  to  eight  animals  (Baird  2003). 

Little  information  regarding  food 
habits  of  the  harbor  porpoise  is  available 
for  British  (Columbia  or  inland 
Wa.shington  waters  (Hall  2004).  What 
])rey  species  have  been  documented 
include  juvenile  blackbelly  eelpout, 
opal  .scjuid.  Pacific  herring,  walleve 
pollock.  Pacific  hake,  eulachon,  and 
I’acific  sanddab  (Walker  at  al.  1998). 
Bas(;d  on  the  r{;.sult.s  from  Walker  at  al. 
(1998)  and  Hall  (2004),  harbor  porpoi.s(;s 
in  British  (Cohunhia  and  Washington  are 
opportunistic  feeders,  with  j)rey  speci(;.s 
varying  based  on  seasonal  abundance. 
They  also  likely  alter  their  spatial  and 
temj)oral  distributions  ba.sed  on  prev 
availabilitv. 

Tin;  Washington  Inland  Waters  .Stock 
m(;an  ahnndance  estimate  ba.sed  on 
2002  and  2003  aerial  snrvevs  conducted 
in  the  .Strait  of  Juan  de  Fuca.  .San  Juan 
IsJands.  (Culf  Islands,  and  .Strait  of 
(Ceorgia  is  10.082  harbor  j)or|)oise.s 
((Marietta  at  al.  2007b).  Abundance 
estimates  of  harbor  ])ori)oi.ses  for  the 
.Strait  of  Juan  de  Fuca  and  the  .San  Juan 
Islands  in  1991  were  ajiproximately 
3,300  animals  (Calambokidis  at  al. 

19t)3).  Harbor  ])orpoi.ses  were  once 
considered  common  in  .southern  Puget 
.Sound  (.Scheffer  and  .Sli])p  1948): 
however,  there  has  been  a  significant 
decline  in  sightings  within  southern 
Puget  Sound  since  the  1940.S  (Everitt  at 
al.  1980:  Calambokidis  at  al.  198.'’),  1992: 
(Carmtta  at  al.  2007b). 

Virtually  no  data  are  available  to 
assess  ])opulation  trends  in  Puget  .Sound 
(.Scheffer  and  Sli])])  1948:  l']veritt  at  al. 
1980:  Calamhokidis  at  al.  lOO.'l,  1992: 
Calambokidis  and  Baird  1994).  No 
harbor  por])oi.se.s  were  observed  within 
Puget  .Sound  proper  din  ing 
comprehensive  harbor  jiorjioi.si;  snrvevs 
(Osmek  at  al.  l‘)94)  or  Pugi;t  .Sound 
Ambient  Monitoring  Program  (P.SAMP) 
surveys  conducted  in  the  1990s. 
Declines  were  attrihuted  to  gill-net 
fishing,  increa.sed  vessel  activitv. 
contaminants,  and  competition  with 


Dali  s  porjjoise.  Howavc'r.  I^iig(;t  Sound 
lK)|Mdation.s  apjnuir  to  Im  rohomuling 
with  incnuisod  sightings  in  contra! 

m™'  «”"tlK!rn 

(WDhVV  2()(JH]  Puget  Sound. 

Ilarl)()r  pf)ri)oi.s(>s  ;iro  coininon  in  tin; 
Strait  ol  Juan  d(;  Fuca  and  .south  into 
Admiralty  Inlot,  ospocially  during  tho 
wintor,  i)ut  aro  not  at  all  coininon  south 
ol  Admiralty  Inlot.  Harbor  porpoi.sos 
occur  yoar-round  and  brood  in  th(> 
wators  around  tho  San  Juan  Archipolago 
and  north  into  Canadian  wators 
(C,alaml)okidis  and  Baird  1994)  Fittio 
information  oxists  on  harbor  piiriioiso 
movoinonts  and  stock  structuro  noar  tho 
()rcas  and  Friday  Harbor  torininals, 
although  it  is  susjjoctod  that  in  soino 
aroas  harbor  ])orj)oi.so.s  inigrato  (based 
on  soa.sonal  shifts  in  distribution)  For 
in.stanco  Hall  (WSDOT  2012)  found 
harbor  ]Jor])oisos  off  Canada’s  southorn 
Vancouver  Island  to  peak  during  lat(> 
smninor.  while  WDFW’s  FSAMF  data 
show  peaks  in  Washington  water  to 
ofxair  during  tho  wintor.  Still,  no 
additional  ovidonco  exists  for 
migrations  in  tho  inland  wators  of 
VVashington  or  British  Coluinhia 
((.alamhokidi.s  and  Baird  1994-  Rosol  H 

n/.  19^).  Hall  (WSIX)T  2012)  found 

lliat  the  Iroquoncy  of  sighting  of  harbor 
l)or])oi,so.s  docroasod  with  increasing 
depth  beyond  C'iO  m  with  tho  higho.st 
mnnhors  observed  at  water  depths 
ninging  from  01  to  100  in. 

The  harbor  porpoise  is  not  listed 
mider  the  ESA  and  is  cla.ssified  as  non- 
dojileted  under  the  MMFA. 

Dali’s  Poi'poisa 

Hall’s  porjjoi.se  occur  in  the  North 
Tacific  (Icean  and  i.s  divided  into  two 
stocks:  (1)  California,  Oregon,  and 
VVashington;  and  (2)  Alaska  (Carretta  at 
al.  20071)).  The  segment  of  tho 
poi)nlation  within  Washington’s  inland 
waters  was  last  assessed  in  lt)90  l)v 
aerial  surveys  (Calamhokidi.s  at  al' 

1997).  During  a  ship  line-transect  survev 
conducted  in  200.'5,  Dall’.s  poipoise  was’ 
the  most  abundant  cetacean  sj)ecies  off 
tm;  Oregon  and  Washington  coast  i 

(I^oiiioy  2007).  Dali's  porpoisos  aro 
migratory  and  aj)pear  to  have 
luedictahle  seasonal  movements  driven  I 

by  changes  in  oceanographic  conditions  ; 

((>reen  at  al  1 992,  1 99:i).  This  species 
IS- commonly  .seen  in  shelf,  .slope,  and  1 
oftshon:  waters  (Carretta  at  al.  2007h)  i 

IheC.ahlornia,  Oregon,  and  ^ 

VV^ishington  stock  mean  ahundance  \ 

ostimate  of  Dali’s  j)or])oise.s  ha.sed  on 
^991  and  299.'5  shi])  survevs  i.s  .'57, .'149  li 

(Barlow  299.1;  Forney  299>).  Witliin  the  u 
udand  waters  of  Washington  and  British  d 
Coluinhia,  this  .species  i.s  most  abundant  tl 
m  the  Strait  of  Juan  de  Fuca  east  to  the  ( 
San  Juan  Islands.  In  1 994,  Calamhokidi.s  ri 
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I  mid  Baird  (1994)  estimated  the  Juan  de 
1‘uca  population  at  .'1,01. 1  animals  and 
tile  San  Juan  Islaml  liopulation  at  about 
1.1.1  iiniinals.  (.alamhokidis  at  al  (1997) 
o.stiinated  that  990  animals  annuallv 
udiahited  Washington’s  inland  waters 

t"  llio  1949.S.  Dali’s  porpoi.ses  were 

not  reported  in  Puget  .Sound. 

’  Dali’s  jiorpoi.ses  are  migratorv  and 
iippcar  to  have  predictable  .sea.sonal 
movements  driven  hv  changes  in 
-  oceanograjihic  conditions  (Creen  at  al 
1992.  199:1).  and  are  most  abundant  in 
I  iiget  Sound  during  the  winter 
(Ny.sewander  at  al.  299.'5;  WDFW  299«) 
De.sjnte  their  migrations,  Dall’.s 
porjioi.ses  occur  in  all  areas  of  inland 
Uii.shmgton  at  all  times  of  year  (WSDOT 
pcr.s.  comm. 

2909),  hut  with  different  distributions 
throughout  Puget  Sound  from  winter  to 
summer. 

Dali’s  porpoise  are  not  listed  under 
the  LSA  and  i.s  cla.ssified  as  non- 
dejileted  under  the  MMPA. 

Pacific  Whita-Sidad  Dolphin 

Pacific  white-sided  dolphins  are 
oi:ca.sionally  .seen  in  the  northernmost 
part  ol  the  Strait  of  Ceorgia  ami  in 
western  Strait  of  Juan  de  Fuca.  hut  are 
generally  only  rare  visitors  to  this  area 
((.alamhokidis  and  Baird  1994)  This 
■species  i.s  rarely  .seen  in  Puget  .Souml. 

I  ai.ilic  white-sided  doljihins  have  been 
documented  primarilv  in  deep,  off-.shore 
areas  (Creen  at  al.  1992.  1<)9.'1; 
Calamhokidi.s  at  al  2004a). 

Tlie  California,  Oregon,  and 
Washington  stock  mean  ahundance 
ostimate  ha.sed  on  the  two  most  recent 
.ship  surveys  i.s  2.'5.2;i:i  Pacific  wliite- 
sided  dolphins  (Forney  2007).  This 
ahundance  e.stimale  is'ba.sed  on  two 
.summer/antumn  shipboard  surx  evs 
oonducted  within  :i00  nautical  miles  of 
the  coa.sts  ol  California.  Oregon,  and 
Washington  in  2001  and  200.5  (Barlow 
200;i  Forney  2007).  Survevs  in  Oregon  - 
and  VVa.shmgton  coastal  waters  resultetl  | 
Ill  an  estimated  ahundance  of  7,945  ; 

animals  (Forney  2007). 

Pine-scale  surveys  in  Olvnijiic  Coa.st  ( 
s  oiM)  waters  and  the  Olvmpic  Coa.st  r 
National  Marine  Sanctuary  resulted  in  ‘ 
an  estimated  ahundance  of  1,199  and  r 
1 .4:12  animals,  resjiectively  (Fornev  2 

2007),  hut  there  are  no  jiojnilation  I 

e.stimates  for  Washington’s  inland  h 

waters.  During  aerial  survevs  of 
Wa.shington  inland  waters  conducted  e 

under  WD1<  W’s  PSAMP  iirogram  r 

between  1 992  and  2008,  only  a  single 
gi'ou])  of  three  Pacific  white-sided  :i' 

dolphins  was  observed  (summer  1995  in  al 
the  Strait  of  Juan  de  Fuca),  although  T 
Osborne  at  al.  (1988)  .states  thev  are  n 

regularly  reported  in  the  Strait  of  Juan  ai 


(le  Plica  and  Haro  Strait.  There  are  few 
records  for  Puget  Sound. 

1  acific  white-sided  doljihins  have 
been  reported  to  he  regular  summer  and 
all  mhahitants  of  the  .Strait  of  Jnan  de 
Plica  and  San  Juan  l.slands  (specificallv 
Haro  Strait)  (Osborne  at  al.  1988).  hut 
extremely  rare  in  Puget  Sound. 

I  acific  white-sided  dolphins  are  not 
li.stcd  under  the  P-SA  and  are  classified 
as  non-depleted  under  the  MMPA. 

killar  Wliala 


Pwo  synipatric  ecotvpes  of  killer 
.  whales  are  found  within  the  proposed 
activity  area:  transient  and  resident. 

I  hese  tyjies  vary  in  diet,  distribution, 

I  acou.stic  calls,  behavior,  moriihologv, 
i-  and  coloration  (Baird  2999;  Ford  at  'al. 
2999).  The  ranges  of  transient  and 
resident  killer  whales  overlap;  liowever 
htt  e  interaction  and  high  reproductive 
isolation  occurs  among  the  two  ecotvpes 
(Barrett-Lennard  2999;  Barrett-Lennard 
and  PJhs  2991;  Hoelzel  at  al  2992). 
Resident  killer  whales  are  ])rimarilv 
pi.si.ivorous,  whereas  transients 
])rimarily  feed  on  marine  mammals, 
especially  harbor  seals  (Baird  and  Dill 
1999).  Resident  killer  whales  also  tend 
to  occur  in  larger  (10  to  99  individuals), 
■stable  lainily  groups  known  as  pods, 
whereas  transients  occur  in  smaller  (le.ss 
than  19  individuals),  le.ss  .structured 
])od.s. 

>  One  .stock  of  transient  killer  whale, 
die  West  Coast  Transient  stock,  occurs 
111  Washington  .State.  West  Coast 
transients  jn  imarily  forage  on  harbor 
■seal.s  (Ford  and  Klli.s  1999).  hut  other 
■siiecies  sucli  as  pori)oi.se.s  and  .sea  lions 
are  also  taken  (NMP’S  2998a). 

Two  stot:k.s  of  resident  killer  whales 
occur  m  AVashington  State:  the  Southern 
Resident  and  Northern  Resident  stocks. 
.Southern  Residents  occur  within  the 
activity  area,  in  the  Strait  of  Juan  de 
Plica.  .Strait  of  Georgia,  and  in  coastal 
waters  off  Wasliington  and  Vancouver 
Island,  British  Coluinhia  (Ford  at  al. 

2999).  Northern  Residents  occur 
primarily  in  inland  and  coa.stal  British 
(.olumhia  and  Southea.st  Alaska  waters 
and  rarely  venture  into  Wa.shington 
.State  waters.  Little  interaction  (Ford  at 
(il.  2999)  or  gene  flow  (Barrett-Lennard 
2999;  Barrett-Lennard  and  lillis  299T 
Hoelzel  at  al.  2994)  i.s  known  to  occur 
between  the  two  resident  .stocks. 

I  he  (Vest  Coast  Transient  stock, 
which  includes  individuals  from 
California  to  southeastern  Alaska,  was 
estimated  to  have  a  minimum  niimher  of 
:i54  (NMFS  29191)).  Trends  in 
ahumlance  for  the  West  Coast 
Transients  were  unavailable  in  the  most 
recent  stock  a.sse.ssment  rej)ort  (Angli.s.s 
and  Outlaw  2997). 
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'I’lie  Soutliorn  Resident  stock  was  first 
recorded  in  a  census  in  1974,  at  wliicli 
time  tlie  popniation  coinj)rised  71 
whales.  This  population  peaked  at  97 
animals  in  l‘)9().  declined  to  79  by  2001 
(Center  lor  Whale  Research  2011),  and 
then  increased  to  animals  hy  200(j 
((iarretta  at  al.  2007a).  As  ot  2012,  the 
|)opnlation  collectively  ninnhers  84 
individuals  (Whale  Mnsenm  201 2h). 

Both  We.st  (ioa.st  'rransieni  and  the 
Southern  Resident  stocks  are  Idund 
within  Washinf>ton  inland  waters. 
Individuals  ol  both  forms  have  long- 
ranging  movements  and  thus  regnlarlv 
leave  the  inland  waters  (Calamhokidis 
and  Baird  1994). 

Killer  whales  an;  jirotected  under  the 
MMBA  of  1972.  The  West  Coast 
'rransient  stock  is  not  designated  as 
de})leted  under  the  MMBA  or  listed  as 
“thniatened  or  “endangered"  under  the 
FSA.  The  Southern  Resident  stock  is 
listed  as  an  endangined  distinct 
popniation  s(!gment  (DBS)  under  the 
FSA.  On  Novemlx!!'  29.  2000,  NMFS 
pnhlislKul  a  final  rule  designating 
critical  habitat  for  the  Sontliern 
Resident  killer  whale  DBS  (71  FR 
(it)0.'i4).  Both  Bnget  Sound  and  the  San 
)nan  Islands  are  designat(!d  as  core  arcnis 
of  critical  habitat  under  the  ESA,  hut 
areas  hiss  than  20  fe(it  dee])  relative  to 
extreme  high  water  an!  not  designated 
as  critical  habitat  (71  FR  ()t)0.')4).  A  final 
recov(!ry  plan  for  sontlHiin  residents  was 
pnhlislKid  in  jamiarv  of  2008  (NMF.S 
2008a). 

(j’n/y  Whala 

(hay  whales  an!  nicorded  in 
Washington  waters  during  feeding 
migrations  hetwfien  late  spring  and 
autumn  with  occasional  sightings 
during  winter  months  ((hdamhokidis  at 
al.  1994.  2002:  Orca  Network  2011). 

Early  in  the  20th  centurv,  it  is 
believed  that  commercial  hunting  for 
gray  whales  reduced  po])ulation 
ninnhers  to  below  2.000  individuals 
(Cialamhokidis  and  Baird  19t)4).  After 
listing  of  the  sjjecies  under  the  ESA  in 
1970,  the  mnnher  of  grav  whales 
increa.sed  dramatically  resulting  in  their 
delisting  in  19t)4.  Bo])nlation  surveys 
since  thii  delisting  estimate  that  the 
population  fluctuates  at  or  just  below 
the  carrying  capacity  of  the  species 
(~2().000  individuals)  (Rngh  at  al.  15)99; 
(ialamhokidis  at  al.  1994;  Angliss  and 
Outlaw  2007). 

Within  Washington  waters,  gray 
whale  sightings  reported  to  Ca.scadia 
Re.search  and  the  Whale  Museum 
between  15)90  and  15)5)3  totaled  over 
1,100  (Calamhokidis  at  al.  195)4).  Forty- 
eight  individual  gray  whales  werii 
oh.served  in  Bnget  Sound  and  Hood 
(ianal  in  2004  and  200.')  (Calamhokidis 


2007).  Abundance  estimates  calculated 
for  the  small  regional  area  between 
Oriigon  and  southern  Vancouver  Island, 
including  the  San  )nan  Ariia  and  Biigiit 
Sound,  suggest  there  were  137  to  l.')3 
individual  gray  whales  from  2001 
through  2003  (Calamhokidis  at  al. 
20041)). 

Cray  whales  migrate  within  5  to  43 
km  ol  till!  coast  of  Washington  during 
their  annual  north/.south  migrations 
((been  at  al.  15)5).')).  (bay  whales  migrate 
south  to  Baja  California  where  thev 
calve  in  November  and  Decemhiir,  and 
then  migrate  north  to  Alaska  from 
March  through  May  (Rice  at  al.  15)84: 
Rngh  at  al.  2001)  to  summer  and  feed. 

A  \'ery  few  gray  whales  are  observed  in 
Washington  inland  waters  between  the 
months  ol  Se])teml)er  and  )anuarv,  with 
peak  ninnhers  of  individuals  from 
March  through  May  (WSDOT  2012 
citing  J.  (ialamhokidis  pers.  comm. 

2007).  Beak  months  of  grav  whale 
observations  in  the  area  of  activity  occur 
outside  the  proposed  work  window  of 
September  through  Fehrnarv.  The 
average  tenure  within  Washington 
inlanil  waters  is  47  days  and  tlie  longest 
stay  was  112  days  (WSDOT  2012  citing 
).  (ialamhokidis  pers.  comm.  2007). 

Although  ty|)ically  .seiiii  during  their 
annual  migrations  on  the  outer  coast,  a 
regular  grou|)  of  gray  whahis  annually 
comes  into  the  inland  waters  at  Saratoga 
Bassage  and  Bort  Susan  from  March 
th  rough  May  to  feed  on  ghost  shrimj) 
(Weitkamj)  at  al.  15)92).  During  this  time 
frame  they  are  also  .seen  in  the  Strait  of 
)uan  lie  Fuca,  the  San  )nan  Islands,  and 
areas  of  Bnget  Sound,  although  the 
oh.servations  in  Bnget  Sound  are  highly 
variable  between  years  (Calamhokidis  at 
al.  15)5)4,  2002).  In  northern  Bnget  Sound 
between  Admiralty  Inlet  and  the 
Edmonds/Kingston  Ferry  route, 
sightings  of  gray  whales  arii  more 
common  and  riigular  (("alamhokidis  at 
al.  15)5)4,  Orca  Network  2011),  although 
most  all  the.se  sightings  occur  between 
March  and  May.  Between  )anuary  200.') 
and  Fehruarv  2012,  the  Orca  Network 
logged  13  sightings  of  gray  whales  in  the 
September  to  Fehruarv  window 
propo.sed  for  thii  Orcas  and  Friday 
Harbor  Ferry  'rerminal  projects. 

'I'he  Eastern  North  Bacific  stock  of 
gray  whales  was  removed  from  listing 
under  the  ESA  in  15)5)4  after  a  .l-year 
review  by  NOAA  Fisheriiis  (Angli.ss  and 
Outlaw  2007).  In  2001  NOAA  Fisheries 
received  a  petition  to  reli.st  the  stock 
under  the  ESA,  hut  it  was  determined 
that  there  was  not  sufficient  iid'ormation 
to  warrant  the  ])etition  (Angliss  and 
Outlaw  2007). 


Humpback  Whala 

Few  hum])hack  whales  have  been 
.seen  in  Bnget  Sound,  hut  more  friuiuent 
sightings  occur  in  the  Strait  of  )uan  de 
Fuca  and  near  the  .San  jnan  Islands. 

Most  sightings  are  in  spring  and 
summer.  Historically,  humpback  whales 
were  common  in  inland  waters  of  Bnget 
.Sound  and  the  San  luan  Islands 
((ialamhokidis  at  al.  2002).  In  the  early 
l)arl  of  this  ciintnry,  there  was  a 
|)roductive  commercial  hunt  for 
luimphacks  in  (b)orgia  Strait  that  was 
probably  res])onsil)le  for  their  long 
di.sappearance  from  local  waters 
(Osborne  at  al.  1988).  Since  the  mid- 
15)5)Os.  sightings  in  Bnget  Sound  have 
increa.sed.  Between  15)5)0  and  2001, 
(ialamhokidis  at  al.  (2002)  recorded  only 
six  individuals  south  of  Admiralty  Inlet. 
Between  )anuary  200.')  and  Fehrnarv 
2012.  the  Orca  Network  logged  15) 
sightings  of  humpbacks  in  the 
.September  to  February  window 
])ro|)osed  for  the  Orcas  and  Friday 
Harbor  Ferry  Terminal  jirojects. 

Hum])hack  whales  are  listed  as 
endangered  under  the  ESA  and  dejileted 
under  the  MMBA. 

Minka  Whala 

The  Oalifornia/Oregon/Washington 
.stock  of  minke  whale  is  considered  a 
resident  stock,  which  is  unlike  the  other 
Northern  Bacific  stocks  of  this  siiecies 
(NMF.S  2008h).  This  stock  includes 
minke  whales  within  the  inland 
Washington  waters  of  Bnget  Sound  and 
the  San  jnan  Islands  (Dorsev  at  al.  15)5)0: 
Carretta  at  al.  2007h). 

The  mnnher  of  minke  whales  in  the 
California/Oregon/Washington  stock  is 
estimated  between  .100  and  1,011 
individuals  (Barlow  2003;  Carretta  at  al. 
20071);  NMFS  2008h).  Over  a  10-year 
|)eriod,  30  individuals  were 
photographically  identified  in  the 
transhonndary  area  around  the  San  Juan 
Islands  and  demonstrated  high  site 
fidelity  (Dor.sey  at  al.  15)5)0; 

(ialamhokidis  and  Baird  1994).  In  a 
single  year,  up  to  15)  individuals  were 
photograi)hically  identified  from  around 
the  San  Juan  Islands  (Dorsev  at  al. 

15)5)0). 

Minke  whales  arii  re])orted  in 
Washington  inland  waters  year-round, 
although  few  are  re])orted  in  the  winter 
(Calami)okidis  and  Baird  195)4).  Minke 
whales  are  relatively  common  in  the 
.San  Jnan  Islands  and  .Strait  of  Juan  de 
Fuca  (es|)ecially  around  several  of  the 
hanks  in  both  the  central  and  eastern 
.Strait),  hilt  are  relatively  rare  in  Bnget 
.Sound.  Infrequent  oh.servations  occur  in 
Bnget  .Sound  south  of  Admiralty  Inlet 
(Orca  Network  2011).  Between  January 
2001  and  February  2012,  the  Orca 
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Network  logged  42  sightings  oi’minke  in 
the  Septeinher  to  Fel)niary  window 
proposed  for  the  Orcas  and  Friday 
liarhor  Ferry  Terminal  ])roje(:ts. 

Minke  whales  are  not  listiul  under  the 
I'kSA  and  are  classified  as  m)n-dei)leted 
under  the  MMPA. 

Potential  Efl'ects  of  the  Speeitied 
Activity  on  Marine  Mammals 

VVSIlOT  and  NMFS  determine  that 
opcm-water  pile  driving  and  pile 
removal  as.sociated  with  the 
construction  activities  at  Orcas  Island 
and  Friday  Harhor  Ferry  Terminal  has 
the  potential  to  result  in  hehavioral 
harassment  of  marine  mammal  species 
and  stocks  in  the  vicinity  of  the 
proj)osed  activity. 

Marine  mammals  exposed  to  high 
intensity  .sound  rejjeatedly  or  for 
prolonged  periods  can  ex])erience 
iiearing  threshold  .shift  (TS).  which  is 
the  loss  of  hearing  .sensitivity  at  certain 
fre(|uencv  ranges  (Kastak  et  cil.  lt)99; 
.Schlundt  et  al.  2()()();  Finneran  et  al. 

2()()2:  2()().'5).  TS  can  he  ])ermanent 
(P  TS).  in  which  case  the  loss  of  hearing 
.sensitivity  is  unrecoverahle.  or 
temporary  ('ri'S),  in  which  case  the 
animal’s  hearing  threshold  will  recover 
over  time  (Soutliall  at  al.  2007).  Since 
marini!  mammals  dejxmd  on  acoustic 
cues  for  vital  biological  functions,  such 
as  orientation,  communication,  finding 
prey,  and  avoiding  ])redators.  marine 
mammals  that  suffer  from  I’T.S  or  TTS 
will  have  reduced  fitness  in  survival 
and  reproduction,  either  permanently  or 
temporarily.  Rejieated  noise  exposun; 
that  leads  to  TTS  could  cau.se  PTS. 

Experiments  on  a  hottlenose  dolphin 
[Tiirsiops  triincatas)  and  heluga  whale 
[Dalphinaptanis  laucas)  showed  that 
exposure  to  a  single  watergun  im])ul.se 
at  a  received  level  of  207  kPa  (or  30  psi) 
peak-to-peak  (p-p),  which  is  ecpii valent 
to  228  (IB  (i)-p)  re  1  pPa.  resulted  in  a 
7  and  0  dB  TTS  in  the  heluga  whale  at 
0.4  and  30  kHz,  res])ectively. 

Thnisholds  returned  to  within  2  dB  of 
the  pre-(ixposure  hwel  within  4  minutes 
of  the  exposure  (Finneran  al  al.  2002). 
No  TTS  was  oh.served  in  the  hottUmose 
dolj)hin.  Although  the  .source  level  of 
l)ile  driving  from  one  hammer  strike  is 
(!X))ected  to  he  much  lower  than  the 
single  watergun  impulse  cited  here, 
animals  being  exi)osed  for  a  prolonged 
|)(!riod  to  repeated  hammer  .strikers  could 
rec(Mve  more  noise  exj)osure  in  terms  of 
SEL  than  from  the  single  watergun 
impulse  (estimatcnl  at  188  dB  re  1  pBa-- 
s)  in  the  aforementioned  experiimmt 
(Finneran  at  al.  2002). 

Currently,  NMFS  considers  that 
rei)(;at(;d  exi)osure  to  received  noise 
levels  at  180  dB  and  190  dB  re  1  pPa 
(rms)  could  lead  to  TTS  in  cetacixms 


and  ])innipeds,  resptictivelv.  For  the 
])roj)o.sed  dolphin  r(;plac(!ment  work  at 
Orcas  Island  and  Friday  Harhor  Ferrv 
Terminal,  only  vibratory  pihi  driving 
would  1)(!  usihI.  Noise  levels  measuriHl 
near  the  source  of  vibratory  hammers 
(10  m  and  10  m  from  the  source,  sen; 
above)  are  much  lower  than  the  180  dB 
!'(;  1  pPa  (rms).  Thm'efoni,  it  is  very 
unlikely  that  any  mar'.ne  mammals 
would  (!X])erience  TT.S  or  PTS  as  a 
result  of  noi.se  (ixposure  to  VV.SHOT’s 
proi)osed  construction  activiticis  at 
Orcas  Island  and  Friday  Harhor  Ferry 
Terminal. 

In  addition,  chronic  (jxposure  to 
excessive,  though  not  high-intensity, 
noi.s(;  could  cause  masking  at  particular 
frcHjuencies  for  marine  mammals  that 
utilize  sound  for  vital  biological 
functions  (Clark  at  al.  200t)).  Masking 
can  interfere  with  detraction  of  acoustic 
signals  such  as  communication  calls, 
echolocation  sounds,  and 
environmental  sounds  im|)ortant  to 
marine  mamimds.  Therefore,  under 
certain  circum.stamxis,  marine  mammals 
whose  acoustical  sensors  or 
environment  are  being  sevraelv  masked 
could  also  h(!  impaired  from  maximizing 
their  performance  fitness  in  survival 
and  rrmroduction. 

Ma.sking  occurs  at  the  fnapiency  band 
which  the  animals  utilize.  Therefore, 
since  noise  generated  from  in-water 
vibratory  pile  driving  and  removal  is 
mostly  concentrated  at  low  fnapiency 
rangcis,  it  may  have  less  eif(u:t  on  high 
frecjiiency  echolocation  sounds  by 
odontocetes  (toothed  whales).  Howener. 
lower  fre(|uency  man-made  noises  are 
more  likely  to  affect  detection  of 
communication  calls  and  other 
potentially  Important  natural  sounds 
such  as  surf  and  prew  noise.  It  may  also 
affect  communication  signals  when  they 
occur  near  the  noise  hand  and  thus 
nuluce  the  communication  space  of 
animals  (e.g.,  Clark  at  al.  2009)  and 
cause  incrciased  stress  Itwels  (e.g.,  Foote 
at  al.  2004;  Holt  at  al.  2009). 

Unlike  TS.  ma.sking  can  potentially 
imjjact  the  .sp(!ci(!.s  at  population, 
community,  or  (iven  ecosystem  levels,  as 
well  as  individual  levels.  Ma.sking 
afhicts  both  senders  and  receivers  of  the 
signals  and  could  have  long-term 
chronic  effects  on  marine  mammal 
.sp(!ci(;s  and  poj)ulation.s.  Rectmt  sciema; 
sugg(;.sts  that  low  frecpiency  ambient 
sound  levels  have  inciaxised  by  as  much 
as  20  (IB  (more  than  3  times  in  t(!rm.s  of 
SPE)  in  the  world’s  oc(ian  from  pre- 
industrial  periods,  and  mo.st  of  these 
incr(;ases  are  from  di.stant  shipping 
(Hihkihrand  2009).  All  anthropogenic 
noise  sour(;(;s,  .such  as  those  from 
ve.ssels  traffic,  pile  driving,  dredging, 
and  dismantling  (existing  bridge  by 


mechanic  iiKians.  contribute  to  the 
el(!vated  ambient  noise  levels,  thus 
intensify  masking. 

Neverthel(!s.s,  the  sum  of  noise  from 
the  proposed  WSDOT  construction 
activiti(;.s  is  confimul  in  an  area  that  is 
hounded  by  landmass,  therefore,  the 
noise  generated  is  not  exj)ect(!(l  to 
contribute  to  increa.sed  ocean  ambient 
noi.se.  Due  to  shallow  water  depth  near 
the  ferry  terminals,  un(lerwat(;r  .sound 
pr()])agati()n  for  low-fr(Kjuencv  sound 
(which  is  the  major  noise  source  from 
])ile  driving)  is  (ixpected  to  he  poor. 

Finally,  (jxposure  of  marine  mammals 
to  certain  sounds  could  hiad  to 
hehavioral  di.sturhance  (Richardson  at 
al.  199.'5).  such  as:  Uhanging  durations  of 
surfacing  and  dives,  number  of  blows 
per  surfacing,  or  moving  (lir(;ction  and/ 
or  .s])(!(!d:  reduced/ineniased  vocal 
activiticis,  changing/ce.ssation  of  certain 
hehavioral  activiti(;.s  (such  as  socializing 
or  feeding);  visible  startle  resjjonse  or 
aggressive  h(!havi()r  (such  as  tail/fluke 
slapping  or  jaw  clapping),  avoidance  of 
areas  wliere  noise  sources  are  located, 
and/or  flight  r(!.spon.ses  (e.g..  pinnipeds 
flushing  into  water  from  haulouts  or 
rookeries). 

The  biological  significance  of  many  of 
these  hehavioral  (li.sturhan(:(xs  is  difficult 
to  predict,  es])(K;ially  if  the  (l(;t(;ct(;(l 
disturbances  apjiear  minor.  However, 
the  c()nse(]uences  of  hehavioral 
modification  could  he  expected  to  he 
biologically  significant  if  the  change 
affects  growth,  survival,  and 
re])r()(lu(;tion.  Some  of  these  significant 
hehavioral  modifications  include: 

•  Dra.stic  change  in  diving/surfacing 
])atterns  (such  as  those  thought  to  he 
causing  beaked  whale  stranding  due  to 
exposure  to  militarv  inid-fnKjuency 
tactical  sonar): 

•  Habitat  abandonment  due  to  lo.ss  of 
desirable  acoustic  environment;  and 

•  Cea.se  feeding  or  social  interaction. 

For  examjjle,  at  the  Guerreo  N(!gro 

Lagoon  in  Baja  California.  M(;xico, 
which  is  one  of  the  important  breeding 
grounds  for  Pacific  gray  whales, 
shipping  and  dredging  as.sociated  with  a 
salt  works  may  ha\  e  induced  gray 
whales  to  abandon  the  ar(!a  through 
mo.st  of  the  19(i()s  (Bryant  at  al.  1984). 
Aft(!r  tluise  activities  .st()])])e(l.  the 
lagoon  was  ((ujccupied.  fir.st  hv  single 
whales  and  later  by  cow-calf  pairs. 

Th(!  on.set  of  Ixdiavioral  disturbance 
from  anthropogenic  noi.se  (lej)en(ls  on 
both  external  factors  (characteristics  of 
noise  sources  and  their  j)aths)  and  the 
nu.eiving  animals  (hearing,  motivation, 
experience,  demography)  and  is  also 
difficult  to  predict  (Southall  at  al.  2907). 

The  pr()p().s(!(l  pr()j(u;t  area  is  not 
heliev(xl  to  he  a  j)rime  habitat  for  marine 
mammals,  nor  is  it  considered  an  area 
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fr(H]iiented  by  marine  mammals. 
'I'lierefore.  I)eiiavi()ral  (listurl)an(:e.s  that 
could  nisult  tiom  anthropogenic  noi.se 
ass(H:iated  witli  .SF-OHB  con.strnction 
activities  are  (jxpcjcted  to  aliect  only  a 
.small  nnml)(;r  of  marine  mammals  on  an 
infnujuent  basis. 

(Inrnmtlv  NMF.S  uses  KiO  (113  n;  1  pFa 
(rms)  at  r(M;eiv(!(l  level  for  im|)nl.se 
noi.s(;s  (such  as  impact  |)ite  driving, 
imulianic  splitting  and  pnlvm  izing)  as 
the  on.s(>t  of  marine  mammal  behavioral 
harassimmt.  and  120  dl3  re  1  pFa  (rms) 
for  non-impni.se  noi.s(;s  (vihratorv  pile 
driving,  .saw  cutting,  drilling,  and 
dr(!dging).  For  the  \V.SI)t)T's  propo.sed 
Orcas  Island  and  Friday  Harbor  ferry 
tmininal  dolphin  re|)lacement 
construction  jrrojcicts.  only  the  120  dl3  re 
1  pFa  (rms)  thn;shold  is  consideriMl 
Ihicanse  only  vihratorv  pih;  removal  and 
l)il(!  driving  would  lx;  used. 

As  far  as  airhorm;  noise  is  concerned, 
the  (!stiniated  in-air  source  lev(*l  from 
vihratorv  pih;  driving  a  .'30-in  st(!el  pile 
is  estimated  at  07.8  dl3  re  1  pFa  at  l.'S 
m  (.'■>0  f(!(P)  from  the  j)ile  (Langhlin 
201  Oh).  Using  the  spreading  loss  of  0  dl3 
|M‘r  doubling  of  distance,  it  is  estimated 
that  the  di.stances  to  the  <)0  (113  and  100 
(113  thresholds  w(!r(!  (istimated  at  37  m 
and  12  m.  resp(!(:tively.  'I’he  nearest 
pinniped  hanlont  is  1  km  awav  south  of 
llu!  Orcas  Island  t(!rminal  and  4  km 
nortluia.st  of  tin;  Friday  Harbor  ferrv 
terminal  offshore  of  .Shaw  island. 

i’olential  FH'ects  on  Marine  Mammal 
Ilabilat 

The  primary  ])ot(!ntial  imj)a(:ts  to 
marine  mammals  habitat  an;  a.ss()ciat(!(l 
with  elevat(!(l  sound  levels  iM'oduced  bv 
vihratorv  pih;  r(;moval  and  j)ile  driving 
in  the  area.  H()W(;v(;r.  oth(;r  potential 
impacts  to  the  surrounding  liahitat  from 
physical  disturbance  are  also  possible. 

I\)tf!nti(il  Impacts  on  Pray  Species 

With  r(;gi(r(l  to  fish  as  a  ])r(;y  source 
for  c(;tac(;ans  and  pinnij)(;(ls,  fish  an; 
known  to  h(;ar  and  react  to  sounds  and 
to  use  .sound  to  communicate  (Tavolga 
et  al.  l‘)81)  and  |)().ssil)ly  avoid  pr(;(lat()r.s 
(Wilson  and  Dill  2002).  Experiments 
have  shown  that  fish  can  .sense  both  the 
strength  and  dir(;cti()n  of  sound 
(Hawkins  15181).  Frimarv  factors 
(l(;l(;rmining  wh(;ther  a  fish  can  sense  a 
.sound  signal,  and  j)()t(;ntiallv  r(;act  to  it, 
are  the  fr(;(pien(:y  of  llu;  signal  and  the 
strength  of  the  signal  in  relation  to  the 
natural  hackgronnd  noise  level. 

The  level  of  sound  at  which  a  fi.sh 
will  r(;act  or  alter  its  behavior  is  usually 
well  above  the  (l(;t(;ction  l(;vel.  Fi.sh 
have  h(;en  found  to  react  to  sounds 
wh(;n  the  sound  level  increas(;d  to  about 
20  (113  above  the  (l(;t(;ction  level  of  120 
(113  (Ona  15188):  h()W(;ver.  the  resjjonse 


thr(;.sh()l(l  can  (lep(;n(l  on  the  time  of 
y(;ar  and  the  fish’s  |)hvsiological 
condition  (Engas  et  al.  151513).  In  general, 
fish  r(;act  inon;  strongly  to  ixdses  of 
sound  rath(;r  than  n()n-|)ul.s(;  siginds 
(such  as  noise  from  v(;s.s(;ls)  (13laxt(;r  et 
al.  15181),  and  a  (piick(;r  alarm  response 
is  (;licit(;(l  wh(;n  tin;  sound  signal 
inl(;nsitv  ris(;.s  rapidlv  compar(;(l  to 
sound  rising  mon;  slowly  to  the  same 
level. 

Furllu;r.  during  the  coastal 
con.strnction  only  a  small  fr.jction  of  tin; 
available  habitat  would  lx;  (;n.sonifi(;(l  at 
any  giv(;n  tinx;.  Dislnrhaiux;  to  fish 
sp(;(:i(;.s  would  b(;  short-term  and  fish 
would  r(;turn  to  their  |)r(;-(listurhanc(; 
behavior  once  tlu;  pile  driving  activity 
c(;a.s(;s.  Thus,  the  proposed  con.strnction 
would  have  little,  if  any,  iinjiact  on  tlx; 
ahiliti(;.s  of  marine  mamnxils  to  f(;e(l  in 
the  ar(;a  wlx;re  construction  work  is 
|)lamx;(l. 

Finally,  the  time  of  the  pr()pos(;(l 
construction  activity  W(nil(l  avoid  tlx; 
sj)awning  .s(;a.s()n  of  the  E.SA-list(;(l 
salmonid  sp(;ci(;s. 

Water  and  Sediment  Qnfditv 

.Sh()rt-I(;rm  Inrhidity  is  a  wat(;r  (piality 
(;ff(;(:l  of  mo.st  in-wal(;r  work,  iixilnding 
r(;moving  and  installing  i)il(;s.  W.SF  will 
comply  with  stat(;  wal(;r  (piality 
standards  during  lh(;s(;  ()]x;ralions  hv 
limiting  tlx;  (;xt(;nt  of  tnrliiditv  to  the 
imnx;(liale  pr()j(;(:l  ar(;a. 

Koni  and  W(;ilkamp  (15)5)())  nxmit()r(;(l 
water  (piality  paranx;t(;rs  during  a  pier 
r(;i)lacenx;nt  pr()j(;(;t  in  Man(:h(;st(;r. 
Washington.  Tlx;  .study  m(;a.sur(;(l  wat(;r 
(piality  Ixifon;,  during,  and  after  pih; 
r(;moval  and  |)il(;  r(;|)lac(;nx;nl.  fix; 
study  found  that  construction  activity  at 
the  sit(;  had  “little  or  no  (;ff(;(:t  on 
dissolved  ()xyg(;n.  water  temp(;ratur(;, 
and  .salinity”,  and  turbidity  (nx;asur(;(l 
in  n(;ph(;l()m(;tric  turbidity  units  |N'rU|) 
at  all  (l(;|)ths  near(;st  the  construction 
activity  was  typically  h;s.s  than  1  N'lTJ 
higher  than  stations  farther  from  tlx; 
construction  ar(;a  throughout 
con.strnction.  .Similar  r(;.sults  w(;r(; 
r(;cor(le(l  during  |)il(;  r(;im)val  op(;rations 
at  two  W.SF  ferrv  facilili(;.s.  At  tlx;  Fridav 
Harbor  t(;rminal,  l()caliz(;d  Inrhidity 
levels  (from  thr(;(;  timber  pile  r(;nx)val 
(;v(;nts)  wen;  g(;n(;rally  le.ss  than 
N'lTI  high(;rthan  hackgronnd  l(;v(;ls  and 
n(;v(;r  (;xc(;e(l(;(l  1  N'l'lJ.  At  the  I'kigle 
Harbor  maint(;nanc(;  facility.  l(x:al 
turbiditv  l(;v(;l.s  (from  r(;nx)val  of  timlx;r 
and  .st(;el  ])il(;.s)  did  not  (;xc(;e(l  0.2  NTU 
alx)V(;  background  levels.  In  .S(;])teml)(;r 
2004,  wat(;r  (juality  monitoring 
c()n(hict(;(l  at  the  Friday  Harbor  Ferry 
Terminal  during  threi;  jjile-removal 
ev(;nts  .sh()W(;d  turbidity  levels  did  mit 
(;xc(;e(l  1  NTU  over  background 
conditions  and  w(;re  g(;n(;rally  l(;.s.s  than 


()..')  NTU  over  background  levels.  In 
general,  turbidity  as.s(x:iat(;(l  with  pile 
installation  is  l(x:aliz(;(l  to  about  a  2,'j- 
foot  radius  around  the  jiih;  (Ev(;ritt  et  al. 
15)80). 

U(;ta(:eans  an;  not  (;xix;ct(;(l  to  lx;  closi; 
enough  to  the  Orcas  Island  and  Friday 
Harbor  f(;rry  t(;rminals  to  (;xp(;ri(;n(;(; 
Inrhidity,  and  any  iiinnipeds  will  lx; 
transiting  the  t(;rminal  ar(;as  and  could 
avoid  tlx;  l(x:aliz(;(l  ar(;a.s  of  Inrhidity. 
'rh(;r(;for(;.  tlx;  impact  from  increas(;(l 
turbidity  levels  is  (;xp(;cte(l  to  lx; 
di.scountahle  to  marine  mammals. 
R(;m()val  of  the  timh(;r  (l()l])hins  at  Orcas 
Island  and  Fridav  Harbor  ferrv  terminal 
will  result  in  15)7  cr(;()sote-treat(;(l  ))il(;s 
(334  tons)  r(;m()V(;(l  from  the  marine 
(;nvironnx;nt.  This  will  result  in  the 
potential,  temporary  and  l(x:aliz(;(l 
s(;(lim(;nt  r{;-.sus])ensi()n  of  some  of  the 
contaminants  a.ssociat(;d  with  cn;().sot(;. 
such  as  ])()lycyclic  aromatic 
hv(lr(x;arlx)n.s.  However,  the  actual 
r(;nx)val  of  the  cr(;o.s()t(;-tr(;at(;(l  w(xxl 
pil(;.s  from  the  marine  environment  will 
r(;.sult  in  a  long-term  imiirovement  in 
water  and  sediment  (piality,  m(;(;ting  the 
goals  of  W.SF's  Cr(;()S()t(;  R(;m()val 
Initiative  .start(;(l  in  2()()().  The  ix;! 
impact  is  a  lx;n(;fit  to  marine  organisms, 
(;sp(;(;ially  t(X)th(;(l  whal(;s  and 
|)innip(;(ls  that  are  high  in  tlx;  hxxl 
chain  and  hi()a(;(:umulat(;  llx;s(;  toxins, 
rhis  is  (;s|x;(:ially  a  (:()nc(;rn  for  long- 
liv(;(l  s]x;ci(;s  that  spend  th(;ir  entin;  lib; 
in  Fug(;l  .Sound,  such  as  .S()uth(;rn 
R(;.si(l(;nt  killer  whal(;.s  (NMF.S  2()()8a). 

Passage  Obstructions 

Fib;  r(;moval  and  installation 
()p(;rati()ns  at  tlx;  Orcas  Island  and 
Friday  Harbor  ferry  terminals  will  not 
obstruct  movements  of  marine 
mammals.  The  o]x;ration.s  at  Orcas 
Island  will  (x:cur  within  75  m  of  the 
shoreline  l(;aving  1  km  of  tlx;  channel 
for  marine  mammals  to  jiass.  At  Friday 
Harbor,  operations  will  exxair  within 
1()()  m  of  the  shoreline  l(;aving  0.4  km 
of  the  harbor  for  marine  mammals  to 
pass,  f'urther,  a  construction  harg(;  will 
lx;  used  to  remove  and  install  the 
pilings. 

Fotentiai  Impacts  on  Availability  of 
AHected  Species  or  .Stock  for  Taking  for 
Subsistence  Uses 

No  subsisteixx;  harv(;st  of  marine 
nxunmals  occur  in  the  pr()]X).s(;(l  action 
area. 

Proposed  Mitigation  Measures 

In  or(l(;r  to  issue  an  incidental  take 
authorization  un(l(;r  .S(;ction  l()l(a)(.'5)(D) 
of  the  MMFA,  NMF.S  must  set  fortli  tlx; 
]x;rmi.ssil)le  methods  of  taking  pursuant 
to  such  activity,  and  other  means  of 
(;ff(;cting  the  l(;a.st  j)racti(:ahle  adverse 
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impact  on  such  s])e(:ios  or  stock  and  its 
hal)itat,  ])aying  j)articular  attention  to 
rookeries,  mating  grounds,  and  areas  of 
similar  significance,  and  on  tlie 
availability  of  such  s|)ecies  or  stock  for 
taking  for  certain  subsistence  uses. 

For  the  ])ropos(!d  Orcas  Island  and 
lo  iday  Harbor  ferry  terminals  dol])hin 
niplaceimmt  construction  work.  IVSDO'r 
propo.sed  tin;  following  mitigation 
measures  to  minimize  the  ])otential 
impacts  to  marine  mammals  in  the 
project  vicinity.  These;  mitigation 
nujasures  would  he  emi)loyed  during  all 
pile  removal  and  installation  activities 
at  the  Orcas  Island  and  Friday  Harbor 
ferry  terminals.  The  language  in 
monitoring  measures  would  he  included 
in  the  (Contract  IMans  and  S]jecifu;ation.s 
and  mn.st  he  agreed  ui)on  by  the 
contractor  prior  to  any  pile  activities. 

Since  the  measured  source  levels  (at 
10  and  10  m)  of  the  vibratory  hammer 
involved  in  ])ile  removal  and  pile 
driving  are  below  NMFS  current 
thresholds  for  l.m  el  A  takes,  i.e.,  below 
180  (113  re  1  pFa  (rms),  no  exclusion 
zone  would  he  estahlislKul.  and  there 
would  he  no  re(|nired  jjower-down  and 
shutdown  m(;a.sur(!s.  Instead.  WSDOT 
would  establish  and  monitor  the  120  dl3 
re  1  pFa  (rms)  zone  of  inlliumce  (ZOl. 

.see  Im'Iow  Froi)osed  Monitoring  and 
Reporting  section). 

Om;  major  mitigation  measure  for 
W.SHOT’s  proposed  ])ile  removal  and 
|)ile  driving  activities  is  ram])ing  up.  or 
.soft  start,  of  vibratory  |)ile  hammers. 

The  i)ur])ose  of  this  jn'oc(!dure  is  to 
reduce  the  startling  behavior  of  marine 
mammals  in  the  vicinity  of  the  ])roposed 
construction  activity  from  snddcai  loud 
noi.se. 

Soft  start  r(!qnir(!.s  contractors  to 
initiate  the  vibratory  hammer  at  niduced 
|)ower  for  l.'i  sciconds  with  a  1  mijiute 
interval,  and  repeat  such  procedures  for 
an  additional  two  tiimxs. 

In  addition,  monitoring  for  marine 
mammal  presence  will  take  place  20 
minutes  before,  during  and  30  minutes 
after  ])ile  driving  to  ensure  that  marine 
mammals  are  not  injnrcul  hv  the 
jH'opo.sed  con.struction  activities  (see 
Fro])o.sed  Monitoring  and  Reporting 
.section  below). 

I’inally,  if  the  nnmher  of  any  allotted 
marine  mammal  tak(!s  (see  Kslimatad 
Taka  by  Incidtmtdl  I larassnudit  section 
below)  rciaches  the  limit  under  the  IHA 
(if  i.ssned),  WSDOT  will  implement 
shutdown  and  j)ower  down  measures  if 
such  sp(!cie.s/.stock  of  animal  approaches 
tlu!  120  (113  Level  13  harassment  zone. 

Proposed  Monitoring  and  Reporting 

In  order  to  i.ssiie  an  ITA  for  an 
activity.  Section  101(a)(5)(D)  of  the 
MMFA  .stat(!.s  that  NMFS  must  set  forth 


“re(jnirement.s  ])ertaining  to  the 
monitoring  and  reporting  of  such 
taking”.  Tin;  MMl^A  implementing 
r(!gnlati()ns  at  50  CFR  210.104(a)(13) 
indicate  that  nupiests  for  ITAs  mn.st 
include  the  suggested  means  of 
ac(:()m])lishing  the  necessary  monitoring 
and  reporting  that  will  nnsult  in 
inciHiased  knowledge  of  the  .sj)ecies  and 
of  the  level  of  taking  or  impacts  on 
])()|)nlati()n.s  of  marine  mammals  that  are 
ex])(!cte(l  to  he  present  in  the  projjosed 
action  ar(!a. 

Pi'oposdd  Monitoring  Moasnros 

The  monitoring  j)lan  projxxsed  hv 
WSDOT  can  he  found  in  its  IHA 
a])plication.  'fhe  plan  may  he  modified 
or  supplemented  based  on  comments  or 
new  information  r(!ceiv(Ki  from  the 
public  during  the  public  comment 
])eri()(l.  A  summary  of  the  jn  imary 
com])onents  of  the  plan  follows. 

(1)  Fr()t(;cte(l  Sp(;ci(!.s  Observers  (FSOs) 

WSDOT  will  emi)loy  (pialified 
protected  species  oh,serv(!r.s  (FSOs)  to 
monitor  the  120  (113  re  1  pFa  (rms)  for 
mariiK!  mammals.  Qualifications  for 
marine  mammal  ()h.serv(!rs  include: 

•  Visual  acuity  in  both  eves 
(correction  is  permissihh;)  sufficient  for 
discernment  of  moving  targets  at  tin; 
water’s  surface  with  ability  to  estimate 
target  size  and  distance.  Use  of 
hinocidars  may  he  n(;ces.sarv  to  coriHJctly 
identify  the  targ(!t. 

•  A(lvanc(;(l  education  in  biological 
science,  wildlife  management, 
mammalogy  or  related  fields  (Bachelors 
(l(!gree  or  higher  is  ])referre(l),  hut  not 
('(uiuired. 

•  Fxperience  or  training  in  the  field 
identification  of  marine  mammals 
(cetaceans  and  pinnijjeds). 

•  Suffici(;nt  training,  orientation  or 
experi(!nce  with  the  construction 
operation  to  provide  for  personal  safety 
during  ob.servations. 

•  Ability  to  communicate  ondlv,  hv 
radio  or  in  person,  with  project 
personm;!  to  provide  real  time 
information  on  marine  mammals 
ohservaxl  in  the  aixia  as  mjcessary. 

•  Experience  and  ability  to  conduct 
field  ()l)S(!rvation.s  and  collect  data 
according  to  a.ssigned  protocols  (this 
mav  include  academic  (!xperi(!nce). 

•  Writing  skills  sufficient  to  pr(;pare  a 
ixiport  of  ob.servations  that  would 
include  such  iidormation  as  the  numher 
and  type  of  marine  mammals  observed: 
the  behavior  of  marine  mammals  in  the 
j)roj(u:t  area  during  construction,  dat(;.s 
and  tiiiKis  when  oh.servations  W(;re 
con(hict(!(l;  dates  and  times  wluai  in¬ 
water  construction  activiti(!s  were 
con(luct(Hf:  and  dat(;.s  and  times  when 


marine  mammals  w(;re  pr(!,sent  at  or 
within  the  defined  ZOl. 

(2)  Monitoring  Frotocols 

FSOs  will  he  pr(!.sent  on  site  at  all 
times  during  i)ile  removal  and  driving. 
Marine  mammal  Indiavior,  overall 
numhers  of  individuals  oh.served. 
fre(iuency  of  ()h.s(!rvation.  and  the  time 
corresj)onding  to  the  daily  tidal  cycle 
will  he  r(!C()rde(l. 

WSF  propo.ses  the  following 
nuPhodology  to  estimate  marine 
mammids  that  wen;  taken  as  a  r(;snlt  of 
the  pro])osed  Orcas  Island  and  Fridav 
Harbor  ferry  terminal  con.struction 
work: 

•  A  range  finder  or  hand-held  glolxd 
positioning  .system  device  will  he  u.s(;(l 
to  ensure  that  the  120  dB  re  1  pFa  (rms) 
L(;v(;l  B  b(;havioral  harassment  ZOl  is 
monitored. 

•  A  20-minute  pre-construction 
marine  mammal  monitoring  will  he 
r(;(iuir(;(l  before  the  first  pile  driving  or 
pile  removal  of  the  day.  A  30-minnte 
post-construction  marine  mammal 
monitoring  will  he  r(;(iuir(;d  after  the  last 
pih;  driving  or  |)il(;  removal  of  the  dav. 

If  the  con.structors  take  a  break  h(;tw(;(;n 
.suh.s(;(jU(;nt  pile  driving  or  pile  r(;m()val 
for  more  than  30  minutes,  then 
additional  pre-construction  marine 
mammal  monitoring  will  In;  r(;(pur(;(l 
h(;f()r(;  the  n(;xt  start-np  of  |)il(;  driving 
or  pile  nanoval. 

•  If  marine  mammals  are  ohs(;rv{;(l. 
the  following  information  will  he 
document: 

■  Sp(;ci(;.s  of  oh.s(;rv(;(l  marine 
mammals: 

■  Number  of  obs(;rv(;(l  marine 
mammal  individuals: 

■  Behavioral  of  ol)serv(;(l  marine 
mammals: 

■  Location  within  the  ZOl;  and 

•  Animals’  reaction  (if  anv)  to  j)il(;- 
driving  a(:tiviti(;.s. 

•  During  vibratory  pile  removal  and 
driving,  one  lan(l-ha.s(;d  biologist  will 
monitor  the  area  from  the  terminal  work 
site,  and  one  boat  with  a  (pialified  FSO 
shall  navigate  th(;  ZOl  in  a  circidar  jiath. 

•  In  addition,  WSDOT  will  contact 
the  Orca  N(;tw()rk  and/or  (ienter  for 
Whale  R(;s(;ar(:h  to  find  out  the  location 
of  the  n(;ar(;st  marine  mammal  sightings. 
Sightings  are  called  or  (anailed  into  the 
Orca  Network  and  immediatelv 
(listrihut(;(l  to  other  sighting  networks 
including:  The  N()rthw(;st  Fish(;ri(;.s 
Science  0(;nt(;r  of  NOAA  Fish(;ri(;.s.  the 
0(;nt(;r  for  Whale  R(;s(;arch.  Oa.scadia 
R(;s(;ar(;h.  the  Whale  Mu.senm  Hotline, 
and  the  British  Columbia  Sightings 
N(;tw()rk. 

•  Marine  mammal  occurrence 
information  coll(;ct(;(l  by  the  Orca 
N(;twork  also  inclu(l(;.s  (hitection  hv  the 
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following  hydrophone  systems;  (1)  The  > 
SeaSonnd  Remote  Sensing  Network,  a  ( 

system  of  interconnected  hydroi)hones  ( 

installed  in  the  marine  environment  oi 
Haro  Strait  (west  side  of  San  )nan 
Island)  to  stiuly  killer  whale 
commimication.  underwater  noise, 
hottomfish  ecology,  and  local  climatic 
conditions,  and  (2)  A  hydrophone  at  the 
Port  Townsend  Marine  Science  Center 
that  measures  average  underwatei 
.sound  levels  and  automatically  detects 
imnsnal  sounds. 

NMFS  has  reviewed  the  WSDO 1  s 
prt)j)ost!tl  marine  mammal  monitoring 
protocol,  and  has  determined  the 
applicant's  monitoring  program  is 
adequate,  jiarticnlarly  as  it  relates  to 
assessing  the  level  of  taking  or  impacts 
to  affected  species.  The  land-hased  PSO 
is  expected  to  he  positioned  in  a 
location  that  will  maximize  his/her 
ability  to  detect  marine  mammals  and 
will  akso  utilize  hinocnlars  to  imi)rove 
det(H:tion  rates.  In  addition,  the  hoat- 
hasiul  PSO  will  c.rnise  within  the  120  dB 
ZOl,  which  is  not  a  j)articnlarly  large 
zone,  tluirehv  allowing  him/h(;r  to 
conduct  additional  monitoring  with 
hinocidars.  With  respect  \o  WSDO  T'.s 
take  limits.  NMFS  is  jjrimarily 
concerned  that  WSDO  T  could  reach  its 
.Southern  Resident  killer  whale  limit. 
However,  killer  whales  have  large  dorsal 
fins  and  (;an  he  easily  spotted  liom  great 
distances.  Further.  .Southern  Resident 
killer  whales  typically  move  in  groiqis 
which  makes  visual  detection  nuu.h 
easier.  In  addition,  added  underwater 
acoustic  monitoring  hy  Orca  Network  in 
the  region  would  iurther  provide 
additional  detection,  since  resident 
killer  whales  are  very  vocal. 


Proposed  Uef)()t1ing  XU^asiims 
WSF  will  provide  NMFS  with  a  draft 
monitoring  report  within  90  days  of  the 
conclusion  of  the  proposed  construction 
work.  This  rejiort  will  detail  the 
monitoring  jirotocol.  summarize  the 
data  recorded  during  monitoring,  and 
estimate  the  nnmher  of  marine 
mammals  that  may  have  heen  harassed. 

If  comments  arc;  received  irom  the 
NMFS  Northwest  Regional 
Administrator  or  NMl'S  Otlice  ol 
I’rotected  R(;source.s  on  the  dralt  report, 
a  final  rejcort  will  he  snhmitted  to  NMl'S 


within  30  days  thereafter.  If  no  d 

comments  are  received  from  NMFS,  the  si 
draft  re])ort  will  he  considered  to  he  the  h 
final  rejiort. 

Estimated  Take  hy  Incidental 
Harassment  ^ 

As  mentioned  earlier  in  this  _ 

document .  a  worst-case  scenario  lor  the  ‘ 
Orcas  Island  ferry  terminal  project 
assumes  that  it  may  take  3  days  to  j 

remove  the  existing  piles  and  2  days  to 
install  the  new  i)iles.  The  maximum 
total  numher  of  hours  of  pile  removal 
activity  is  about  17.2  hours,  and  ])ile- 
driving  activity  is  about  2.3  hours 
(averaging  about  3.9  hours  of  active  pde 
removal/driving  for  each  con.struction 

A^vorst-case  scenario  for  the  Friday 
Harbor  ferrv  terminal  project  assumes 
that  it  may  take  .'5  days  to  remove  the 
existing  ])iles  and  .'i  days  to  install  the 
new  iJiles.  The  maximum  total  numher 
of  hours  of  pile  removal  activity  is  about 
34.75  hours,  and  ])ile-driving  activity  is 
about  4.3  hours  (averaging  about  3.9 
hours  of  active  jnle  removal/driving  tor 
each  construction  day). 

Also,  as  described  earlier,  lor  non¬ 
impulse  noise.  NMFS  uses  120  dB  re  1 
pPa  (rms)  as  the  thr(;shold  lor  Level  B 
h(;havioral  harassment.  The  distance  to 
I  the  120  (IB  re  1  pPa  (rms)  isojjleth  due 
j  to  vibratory  i)ile  driving  for  the  Orcas 
Island  ferrv  terminal  jjroject  extends  a 
maximum'of  3..5  km  (2.2  miles)  ])(;fore 
land  is  intt;r.s{;ct(;d.  For  the  kriday 
Harbor  ferry  terminal  project,  land  is^ 
int(;rs(;cted  at  a  maximum  of  4.7  km  (2.‘) 
miles).  To  simplify  the  (;stal)lishment  ol 
the  120  (IB  re  1  pPa  (rms)  zone  of 
influence  (ZOl)  for  monitoring, 
vibratory  timl)(;r  pile  removal  will 
conservatively  he  assumed  to  extend  the 
1  saim;  (listanc(;s  as  vibratory  piU;  (hiving, 
i;  Both  of  th(;se  ar(;as  will  he  monitored 
)n  during  construction  to  estimat(;  a(.tual 
hiinissment  take  of  marine  mammals 

(see  below).  .  ■  i 

Airhorm;  n()is(;s  can  all(;ct  ])inni])(;(t.s. 
(ispeciallv  r(;.sting  s(;als  haid(;(l  out  on 
(  rocks  or  sand  sjjits.  Tin;  airborne  90  dB 
re  20  pFa  Lev(;l  B  threshold  for  liauled 
out  harbor  seals  was  (;stimat(;d  at  .17  m, 
and  the  airborne  100  dB  Level  B  re  10 
■t.  pPa  threshold  for  all  ()th(;r  i)innipe(ls  is 
1< S  ((.stimated  at  12  m.  This  is  much  closer 


than  the  distance  to  the  nearest  harbor 
s(;al  haulout  site  for  the  Orcas  Island 
ferry  terminal  (1  km)  and  Friday  Harbor 
ferrv  t(;rminal  (4  km)- 

Incidental  take  is  (;stimat(;(l  for  (;ac.h 
species  hy  (;stimating  the  likelihood  ol 
a  marine  mammal  being  present  within 
a  ZOl  during  active  pile  driving  and 
removal.  Exjjected  marine  mammal 
presence  is  determined  hy  past 
observations  and  general  ahundancr; 
near  the  Orcas  Island  and  Friday  Harhor 
ferry  terminals  during  the  construction 
window.  Typically,  jjotential  take  is 
(istimated  hy  multiplying  the  numher  of 
animals  lik(;ly  to  h(;  pr(;sent  in  tlu; 
itction  area  hy  the  estimated  numher  ol 
days  pile  removal  and  i)ile  driving 
would  he  conducted.  Since  there  are  no 
density  e.stimates  for  any  Puget  Sound 
population  of  marine  mammal,  numh(;rs 
of  marine  mammal  jiresence  are 
estimated  using  local  marine  mammal 
data  sets  (e.g.,  Orca  Network,  state  and 
fedraal  agencies),  oiiinions  from  state 
and  federal  agencies,  incidental 
observations  from  WSF  biologists,  and 
the  duration  for  the  jjrojiosed  vihrat()ry 
j)ile  removal  and  pile  driving  activities. 
Based  on  the  estimates,  ap))roximat(;ly 
150  Pacific  harbor  seals.  25  Calilornia 
.sea  lions.  15  north(;rn  elephant  seals,  25 
Steller  sea  lions.  50  harbor  i)()riK)is(;s,  15 
Dali’s  porpoises.  15  Pacific  white-sided 
dolphins.  32  kilUa'  whal(;s  (24  transient, 

»  Southern  Resident  killer  whal(;s),  4 
gray  whales.  4  humi)hack  whakas,  and 
10  minke  whal(;s  coidd  be  (;xpose(l  to 
I  received  noise  levels  above  120  (IB  re  1 
pPa  (rms)  from  the  j)ropos(al  dolidiin 
replacement  work  at  the  Orcas  Island 
ferry  terminal.  In  addition, 

,  approximately  200  Pacific  harbor  seals. 
50  (kdifornia  sea  lions,  30  nortluan 
elephant  seals.  50  Steller  sea  lions,  100 
harbor  j)orp()is(as.  30  Dali’s  jaa  poi-ses.  30 
Pacific  whit(;-si(le(l  dolphins,  32  kilUa' 
whaUas  (24  transient,  8  Southern 
R(;sident  killer  whales),  4  gray  whales, 

4  humphijck  whal(;s.  and  10  mink(; 

3  whales  could  he  exi)osure  to  received 
noise  l(;vels  above  120  dB  re  1  pPa  (rms) 
1,  from  the  ino])o.se(l  doli)hin  replacement 
work  at  the  Friday  Harbor  ferry 
IS  terminal.  A  summary  ol  the  estimated 
r  tc(k(;s  is  present(;d  in  3  ahk;  2. 


inat  report  will  oe  summin:w  .......  -  . 

TABLE  2-EST, MATED  NUMBERS  OF  MARINE  MAMMALS  THAT  MAY  BE  EXPOSED  TO  RECEIVED  PILE  DRIVING  AND  PILE 
TABLE  Z  tSTiMAiEu  ivu  remqval  LEVELS  ABOVE  120  dB  re  1  uPa  (rms) _ 


Species 


Orcas  Island 
ferry  terminal 


Friday  Harbor 
ferry  terminal 


Pacific  harbor  seal  . 

California  sea  lion  . 

Northern  elephant  seal  . 

Steller  sea  lion  . 

Harbor  porpoise  . 


9384 
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Table  2— Estimated  Numbers  of  Marine  Mammals  That  May  Be  Exposed  to  Received  Pile  Driving  and  Pile 
Removal  Levels  Above  120  dB  re  1  |aPa  (rms)— Continued 


Species 

Orcas  Island 
ferry  terminal 

Friday  Harbor 
ferry  terminal 

Total 

Dali’s  porpoise  . 

15 

30 

45 

Pacific  white-sided  dolphin  . 

15 

30 

45 

Killer  whale,  transient  . 

24 

24 

48 

Killer  whale,  Southern  Resident  . 

8 

8 

16 

Gray  whale . 

4 

4 

8 

Humpback  whale  . 

4 

4 

8 

Minke  whale  . 

10 

10 

20 

'rhe  nKiuestod  takes  re])resent  2.4%  of 
the  Inland  Washington  stot;k  harbor 
seals  (estimated  at  14,012).  0.03%  of  the 
U.S.  .stock  California  .sea  lion  (estimated 
at  238,000),  0.04%  of  the  California 
stock  northern  elephant  seal  (estimated 
at  124.000),  0.13%  of  the  eastern  stock 
Steller  sea  lion  (estimated  at  48,510). 
1.4%  of  the  Washington  Inland  waters 
.stock  harbor  porpoi.se  (e.stimated  at 
10,082),  0.08%  of  the  California. 

Oregon,  and  Washington  stock  Dali’s 
])orpoise  (estimated  at  37,540),  0.18%  of 
the  California,  Oregon,  and  Washington 
stot:k  Pacific  white-sidcui  dolphin 
(estimated  at  23,233),  13.0%  of  the  West 
(ioast  transient  killer  whale  (e.stimated 
at  334),  10.0%  of  Southern  Resident 
killer  whale  (estimated  at  84).  0.02%  of 
the  Eastern  North  Pacific  stock  gray 
whale  (estimated  at  20,000).  0.7%  of  the 
Eastern  North  Pacific  stock  humpback 
whale  (e.stimated  at  l.lOt)),  and  4%  of 
the  California/Oregon/Washington  stock 
minke  whale  (e.stimated  at  300). 

Negligible  Impact  and  Small  Numbers 
Analysis  and  Preliminary 
Determination 

Pursuant  to  NMFS’  regulations 
implementing  the  MMPA,  an  ap])lic:ant 
is  required  to  estimate  the  number  of 
animals  that  will  be  “taken”  by  the 
specified  activities  (i.e.,  takes  l)y 
harassment  only,  or  takes  by 
harassment,  injury,  and/or  death).  This 
estimate  informs  the  analysis  that  NMFS 
must  perform  to  determine  whether  the 
take  resulting  from  the  activity  will  have 
a  “negligible  impact”  on  the  species  or 
.stock.  Level  B  (behavioral)  harassment 
occurs  at  the  level  of  the  individual(s) 
and  does  not  assume  any  resulting 
poj)ulation-level  con.seuiuences,  though 
th(!re  are  known  avenues  through  which 
behavioral  disturbance;  of  individuals 
can  result  in  j)opulation-level  effects.  A 
n(;gligible  impact  finding  is  ba.sed  on  the 
lack  of  likely  adverse  effects  on  annual 
rates  of  recanitment  or  survival  (i.e., 
population-level  effects).  An  estimate  of 
the  number  of  Level  B  harassment  takc;s 
alone  is  not  enough  information  on 
which  to  base  an  imjjact  determination. 


In  addition  to  considc;ring  (;,stimates  of 
the  number  of  marine  mammals  that 
might  be  “taken”  through  behavioral 
harassment,  NMFS  considc;rs  other 
factors,  such  as  the  likely  nature  of  anv 
r(;s])onses  (their  intensity,  duration, 
etc.),  the  context  of  anv  responsc;.s 
(critical  reproductive  time  or  location, 
migration,  etc.),  as  well  as  the  number 
ami  nature  of  estimated  Level  A  takexs, 
the  number  of  estimat(;d  mortalities,  and 
effects  on  habitat. 

The  WSDOT’s  pro|)osed  Orcas  Island 
and  Friday  Harbor  ferry  t(;rminal 
con.struction  projects  would  conduct 
vibratory  i)ile  removal  and  pile  driving 
to  replace  dol])hin  .structures.  Elevated 
underwat(;r  noises  are  expected  to  be 
generated  as  a  result  of  pile  removal  and 
])ile  driving  activiti(;s.  llowc;v(;r.  noise 
levels  from  the  machinery  and  activiti(;s 
arc;  not  c;x])c;c:tc;cl  to  rc;ach  to  the  level 
that  may  c;au.sc;  TTS,  injury  (PTS 
inednded),  or  mortalitv  to  marine 
mammals.  Therefore,  NMFS  cloc;s  not 
expc;c:t  that  any  animals  woidcl 
experience;  Lc;vel  A  (incducling  injury) 
harassment  or  Lc;vc;l  B  harassmcait  in  the 
form  of  TTS  from  being  ex]K)secl  to  in¬ 
water  pile  driving  and  pile  removal 
associated  with  WSDOT  c:onstruc:tic)n 
project. 

Based  on  long-term  marine  mammal 
monitoring  and  studies  in  the  vicinity  of 
the  propo.sed  con.struction  arc;as,  it  is 
e.stimated  that  apjjroximately  330 
Pacific  harbor  .seals,  73  California  .sea 
lions.  43  nc)rthc;rn  c;lc;])hant  sc;als,  73 
Steller  sea  lions,  130  harbor  por]K)isc;s. 
43  Dali’s  pc)rpoisc;.s.  43  Pacific  white- 
sided  clol])hins.  04  killer  whales,  8  gray 
whidc;s,  8  hum])bac:k  whales,  and  20 
minke  whalc;s  c:oidcl  be  c;xpc)sc;cl  to 
rc;c:c;ivc;cl  noise  lc;vc;ls  above  120  clB  re  1 
pPa  (rms)  from  the  proposed 
construciion  work  at  Orcas  Island  and 
Friday  Ilarhor  fc;rry  terminals.  Thc;sc; 
numbers  rejnesent  ajjproximatelv 
0.03%— 10.0%  of  the  .stoc.ks  and' 
popidations  of  thc;se  species  could  be 
affc;c:tc;cl  bv  Level  B  bc;haviond 
harassment.  As  mentioned  earlier  in  this 
clocannent,  the  worst  case  sc:c;nario  for 
the  |)rc)po.secl  c:c)nstrnction  work  would 


only  take  a  total  of  5  days  at  Orc:as 
Island  ferry  terminal  and  10  clavs  at  the 
Friday  Harbor  ferry  terminal. 

In  addition.  thc;se  low  intc;nsity. 
loc:alizc;cl.  and  short-term  noise 
c;xpc)surc;s  (i.e.,  120  clB  re  1  pPa  (rms) 
from  vibratory  pile  removal  and  pile 
ch  iving  for  a  total  of  15  clays)  are 
c;xpec:ted  to  c:ausc;  bric;f  startle  rc;actic)ns 
or  .short-tc;rm  behavioral  modification  bv 
the  animals.  The.sc;  brief  reaciions  and 
behavioral  ciianges  arc;  expc;ctc;cl  to 
disaj)pc;ar  when  the  c;xpc)surc;s  c;c;ase.  In 
addition,  no  important  feeding  and/or 
reproductive  arc;as  of  marine  mammals 
is  known  to  be;  nc;ar  the  proj)c)sc;cl  action 
arc;a.  Therefore,  the.sc;  lc;vc;ls  of  rc;c:c;ivc;ci 
underwater  construction  noi.se;  from  the 
jjropo.sed  ()rc;as  Island  and  Friclav 
Harbor  ferry  terminal  c:c)nstructic)n 
])rc)jc;cts  arc;  not  c;x|)c;ctc;cl  to  affect 
marine  mammal  annual  ratc;s  of 
rc;c:ruitmc;nt  or  survived.  The  maximum 
c;stimatc;cl  120  clB  maximum  isc)])lc;ths 
from  vibratory  Jiile  driving  is 
approximately  3.3  km  at  ()rc:as  Island 
and  4.7  km  at  F’riclay  Harbor  from  the 
pile  before  bc;ing  blc)c:kc;d  by  lanchnass, 
rc;spc;ctivelv. 

The;  nearest  known  haidout  site  to  the 
(Ircxis  Island  ferry  terminal  is  1  km  away 
south  of  the  tc;rminal  offshore  of  Shaw 
Island,  and  4  km  nc)rthc;ast  of  the  Friday 
Harbor  ferry  terminal  offshore  of  Shaw 
Island.  Hc)wc;ver,  it  is  c;.stimatc;d  that 
airborne  noise  from  pile  driving  and 
removal  would  fall  below  90  clB  and  100 
clB  re  1  20  pPa  at  37  m  and  12  m  from 
the  pile,  rc;spc;ctively.  Therefore, 
])innipc;cls  haidecl  out  on  Shaw  Island 
will  not  be  affc;ctc;cl. 

For  the  rc;asc)ns  di.scaissed  in  this 
document.  NMFS  has  preliminarilv 
clc;tc;rminc;cl  that  the  impact  of  vibratory 
])ilc;  rc;moval  and  pile  driving  as.soc:iatc;d 
with  dolphin  replac.ements  at  ()rc:a.s 
Island  and  Friclav  Harbor  ferrv  tc;rminal.s 
would  rc;sult.  at  worst,  in  the  Lc;vc;l  B 
harassment  of  small  numbers  of  11 
marine  mammals  that  inhabit  or  visit 
the  ar(;a.  While  bc;havic)ral 
modific.ations,  including  temporarilv 
vac:ating  the  ari;a  around  the 
c:onstruction  site,  mav  be  made  bv  thc;.se 
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species  to  avoid  the  resultant  visual  and 
acoustic  disturbance,  the  availability  of 
alternate  areas  within  Washington 
coastal  waters  and  haul-out  sites  has  hid 
NMl'.S  to  preliminarily  determine  that 
this  action  wilt  have  a  negligible  impact 
on  the.se  .s])(!cies  in  the  vicinity  of  the 
proposeil  construction  area. 

In  addition,  no  take  by  ITS.  Level  A 
harassment  (injury)  or  (leath  is 
antici|)at(!d  and  harassment  takes 
.should  he  at  the  lowest  level  practicable 
due  to  incor|)oration  of  the  mitigation 
and  monitoring  measures  mentiomul 
j)reviously  in  this  document. 

Proposed  Incidental  Hurassinent 
Authorization 

This  section  contains  a  draft  of  the 
IHA  it.self.  The  wording  contaiimd  in 
this  section  is  propo.sed  for  inclusion  in 
the  IHA  (if  issued). 

1.  Tliis  Authorization  is  valid  from 
May  1. 2013,  througli  February  l.'j.  2014. 

2.  This  Authorization  is  valid  only  for 
activities  associated  in-water 
construction  work  at  Orcas  Island  and 
Friday  Harbor  ferry  terminals  in  the 
State  of  Washington. 

3.  (a)  'file  spiicies  authorized  for 
incidental  harassment  takings.  Level  H 
harassment  only,  are:  Pat:iric  harbor  .seal 
(l^hocd  vitulind  richardsi).  Cialifornia  sea 
lion  (Zdlophds  cdlilornidniis),  northern 
eUjphant  seal  (.\///'ou/}go  dn^ustirostris), 
Steller  sea  lion  [I-Junuitofjids  juhdtus). 
harbor  porpoise  [Phocodim  /diocoe/jo). 
Hall's  porpoise  [Phocoanoides  d(dli). 
Pacific  white-sided  dol])hin 
(lji}>(;norhynchus  ohlicjuidens),  kilhn' 
whah;  (Orciniis  orcd).  gray  whale 
(EschriclUius  robust  us),  humphack 
whale  (Std^uptord  novdoduglidu).  and 
minke  whale  [Bdldduoptoru 
dcutorosti'd). 

(h)  The  authorization  for  taking  by 
harassment  is  limited  to  the  following 
acou.stic  sources  and  from  the  following 
activities; 

(i)  Vibratory  pile  removal:  and 

(ii)  Vibratory  pile  driving. 

(c)  Tlie  taking  of  any  marine  mammal 
in  a  manner  prohibited  under  this 
Authorization  must  he  reported  within 
24  hours  of  the  taking  to  the  Northwest 
Regional  Administrator  (20t>-52(j-()l. '>()). 
National  Marine  Fisheries  Service 
(NMFS)  and  the  (ihief  of  the  Permits 
and  Conservation  Division,  Office  of 
Protected  Rcjsources,  NMFS,  at  (301) 
427-8401.  or  his  designee  (301-427- 
8418). 

4.  The  holder  of  this  Authorization 
must  notify  the  C.hief  of  the  Permits  and 
(Conservation  Division.  Office  of 
Protected  Resources,  at  least  48  hours 
prior  to  the  start  of  activities  identified 
in  3(h)  (unle.ss  constrained  by  the  date 
of  issuance  of  this  Authorization  in 


which  case  notification  shall  he  made  as 
soon  as  ])ossihl(0- 

rt.  Prohibitions: 

(a)  The  taking,  by  incidental 
harassment  only,  is  limited  to  the; 
species  listed  under  condition  3(a) 
above  and  by  the  numbers  lisicul  in 
Table  2.  The  taking  by  Level  A 
harassment,  injury  or  death  of  these 
spiicies  or  the  taking  by  harassment, 
injury  or  death  of  anv  other  species  of 
marine  mammal  is  prohibited  and  may 
result  in  the  modification,  suspension, 
or  revocation  of  this  Authorization. 

(b)  The  taking  of  any  marine  mammal 
is  prohibited  whenever  the  required 
protei:ted  species  ohsen  vers  (PSOs), 
retpured  by  c:ondition  7(a),  are  not 
present  in  conformance  with  condition 
7(a)  of  this  Autiiorization. 

(j.  Mitigation: 

(a)  Ramp  Up  (Soft  Start): 

Vibratory  hammer  for  pile  removal 
and  pile  driving  shall  be  initiated  at 
reduced  j)ower  for  15  .seconds  with  a  1 
minute  interval,  and  he  repeated  with 
this  procedure  for  an  additional  two 
times. 

(h)  Marine  Mammal  Monitoring: 

Monitoring  for  marine  mammal 
])re.sence  shall  take  place  20  minutes 
ibefore,  during  and  30  minutes  after  |)ile 
driving  to  ensure  that  marine  mammals 
an;  not  injured  by  the  construction 
activities. 

(c)  Power  Down  and  Shutdown 
Measur(!s; 

If  the  number  of  any  allotted  marine 
mammal  takes  reaches  the  limit  under 
the  IHA  (if  issued),  WSDOT  .shall 
implement  shutdown  and  power  down 
measures  if  such  spiicie.s/stock  of  animal 
aj)proaches  the  Level  H  liara.ssment 
zone. 

7.  Monitoring; 

(a)  Protected  Sptjcies  Ob.servers: 
WSDOT  shall  employ  (pialified 
protected  species  observers  (PSOs)  to 
monitor  the  120  dll  re  1  pPa  (rms)  zone 
of  influence  (ZOl)  for  marine  mammals. 
Qualifications  for  marine  mammal 
ob.servers  include: 

(i)  Visual  acuity  in  both  eyes 
(correction  is  |)ermissibl(!)  sufficient  for 
di.scernment  of  moving  targets  at  the 
water's  surface  with  ability  to  e.stimate 
target  size;  and  distance.  Use  of 
binoculars  may  lx;  necessarv  to  correct Iv 
identify  the  target. 

(ii)  Advanced  education  in  biological 
.scienc;e,  wildlife  management, 
mammalogy  or  related  fields  (bachelors 
degnu!  or  higher  is  pniferred),  but  not 
requinul. 

(iii)  Experience  or  training  in  the  field 
identification  of  marine  mammals 
(cetaceans  and  ])inni])eds). 

(iv)  Sufficient  training,  orientation  or 
experience  with  the  construction 


operation  to  provide  for  personal  safety 
during  observations. 

(v)  Ability  to  communicate;  orally,  by 
radio  or  in  person,  with  project 
|)ersonnel  to  provide  real  time; 
iidbrmation  on  marine  mammals 
observed  in  the;  area  as  necessary. 

(vi)  Experience  and  ability  to  conduct 
field  oh.servations  and  collect  data 
according  to  assigned  protoe:ols  (this 
may  include  academic  experience). 

(vii)  Writing  skills  sufficient  to 
prei)ar(;  a  report  of  oh.servations  that 
would  include;  sue:h  informatie)n  as  the; 
numhe;r  anel  type;  e)f  marine;  mammals 
eeb.serveel;  the;  l)e;havie)r  e)f  marine; 
mammals  in  the  project  are;a  eluring 
e:e)nstrue:tion,  elates  anel  time;s  wheai 
e)hse;rvations  we;re  e:e)nelue:te;el:  elates  anel 
time;s  wlu;n  in-water  e;onstrue;tion 
ae;tivitie;.s  were;  e;onelucte;el:  anel  elates 
;mel  times  when  marine;  m.immals  were; 
})re;.se;nt  at  e)r  within  the  ele;fine;el  ZOl. 

(h)  Me)nite)ring  Pre)toe:ols:  PSOs  shall 
he;  i)re;se;nt  on  site;  at  all  time;s  eluring 
pile;  removal  anel  elriving. 

(i)  A  range;  finele;r  e)r  hanel-helel  gle)bal 
])e)sitie)ning  system  ele;vie:e;  will  he;  use;el 
te)  ensure  that  the  120  elB  re;  1  pPa  (rms) 
Le;ve;l  13  he;havie)ral  harassment  ZOl  is 
me)nile)re;el. 

(ii)  A  20-minute;  ])re;-e:e)nstrue:tie)n 
miirine  mammal  me)nite)ring  will  be; 
re;eiuire;el  he;fe)re;  the  first  pile;  elriving  e)r 
])ile;  re;me)val  e)f  the;  elay.  A  30-minute; 
pe).st-e;e)nstrue:tie)n  marine;  mammal 
me)nite)ring  will  be;  re;e|uire;el  after  the;  last 
])ile;  elriving  e)r  pile;  re;me)val  of  the;  eliiy. 
if  the;  e:onstrue:te)rs  take  a  break  be;twee;n 
suhse;eiue;nt  pile;  elriving  or  pile;  re;me)val 
fe)r  me)re  than  30  minutes,  then 
aelelitional  ])re;-e:onstrue:tie)n  marine 
mammal  me)niforing  will  be  re;quire;el 
befem;  the;  ne;xt  start-up  of  ])ile;  elriving 
eer  pile  reme)val. 

(iii)  If  marine  mammals  are  e)bse;rveel, 
the  following  infeninatie)!!  will  he 
ele)cume;nt: 

(A)  Spee:ie;s  of  e)bse;rveel  marine; 
mammals; 

(13)  Numbe;r  of  e)b.serveel  marine; 
mammal  inelivieluals: 

(C)  Behavioral  e)f  e)h.se;rve;d  marine; 
mammals: 

(D)  LeK:atie)n  within  the;  ZOl;  anel 

(E)  Animals'  re;ae;tion  (if  any)  te;  ])ile;- 
elriving  ae:tivitie;.s 

(iv)  Inuring  vibrate)ry  pile;  reane)val  anel 
elriving,  one;  lanel-hase;el  hioleegist  will 
meniite)!'  the;  area  fre)m  the;  terminal  we)rk 
site,  anel  e)ne;  he)at  with  a  eiualifieel  PSO 
.shall  navigate;  the;  ZOl  in  a  e:ire:idar  path. 

(v)  WSDOT  shall  e;e)ntae:t  the;  Ore:a 
Ne;twork  anel/e)r  Oe;nte;r  fen'  Whale 
Re;se;are:h  to  finel  exit  the;  le)e;ation  of  the; 
ne;are;st  marine;  mammal  sightings. 

(vi)  WSDOT  .shall  alse;  utilize;  marine; 
mammal  ex:e:urre;ne:e;  infenmatie)!! 
e:olle;e:te;el  by  the  Ore:a  Network  using 
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hydrophone  systems  to  maximize 
marine  mammal  detection  in  the  project 
vicinity. 

8.  Re])orting: 

(a)  VVSF  shall  provide;  NMFS  with  a 
draft  monitoring  r(;port  within  t)()  (lavs 
of  the  conclusion  of  the  construction 
work.  This  report  shall  detail  the; 
monitoring  protocol.  summ;nize;  the 
data  re;ce)reie(l  during  monitoring,  and 
e;stimate  the;  numh(;r  of  marine 
mammals  that  may  have;  hetai  hara.ssed. 

(h)  If  comments  are  r(;(;eive;(l  from  the 
NMFS  Northwest  Reegional 
Admini.strator  or  NMFS  Office  of 
Fr()t(;(:te;el  Resources  on  the;  draft  report, 
a  final  r(;])()rl  shall  he  suhmitted  to 
NMFS  within  30  days  the;re;after.  If  no 
comments  are  r(;ceive;(i  from  NMFS,  the; 
draft  re;})()rt  will  he  consiekaed  to  he  the 
final  report. 

9.  This  Authorization  may  he; 
modified,  sus])ended  or  withdrawn  if 
the  holder  fails  to  abide;  by  the 
conditions  j)re;scrihe;(i  herein  or  if  the 
authea  ized  taking  is  having  more  than  a 
ne;gligihle  imj)act  on  the;  species  or  stock 
of  affected  marine  mammals,  or  if  there 
is  an  immitigable  adverse;  impact  on  the; 
availahilitv  of  such  s])(;cies  or  stocks  for 
snhsistence;  iise;s. 

10.  A  co])y  of  this  Authorization  and 
the  Incidental  Take;  Statement  must  he; 
in  the;  ])e)ss(;.ssion  of  e;ach  contractor  who 
p(;rforms  the  construction  work  at  Orcas 
Island  and  Friday  Harbor  ferry 
terminals. 

11.  VVSDOT  is  requir(;d  to  comply 
with  the  Terms  and  (Conditions  of  the 
Incidental  Take  Statement 
corresjKmding  to  NMFS’  Biological 
Opinion. 

National  Environmental  Policy  Act 
(NEPA) 

NMFS  is  currently  preparing  an 
Environmental  As.sessment,  jmrsuant  to 
NEPA,  to  determine  whether  or  not  this 
propo.sed  activity  may  have  a  significant 
effect  on  the  human  environment.  This 
analysis  will  he;  c()mple;ti;d  prior  to  the 
issuance  or  denial  of  the;  IHA. 

Endangered  Species  Act  (ESA) 

'I'lie  lunnjihack  whale.  Southern 
Re;si(lent  .stock  of  killer  whale,  and  the 
(;astern  population  of  Ste;ller  sea  lions, 
are  the  only  marine;  mammal  sjiecies 
currently  listed  under  the  ESA  that 
could  occur  in  the  vicinity  of  WSDOT’s 
jiroposed  con.struction  projects.  NMFS’ 
lk;rmits  and  (Con.servation  Division  has 
initiate;d  consultation  with  NMFS’ 
Pre)t(;ct(;(l  Resources  Division  under 
.section  7  of  the;  ESA  on  the  issuance  of 
an  IHA  to  WSDOT  under  section 
101  (a)(5)(D)  of  the  MMPA  for  this 
activity.  Consultation  will  he  conclude;d 


prior  to  a  de;te;rminatie)n  on  the  issuance 
of  an  IHA. 

Proposed  Authorization 

As  a  r(;.snlt  of  the;.s(;  preliminary 
determinations,  NMFS  pr()pe)se;s  to 
authorize;  the;  take  of  marine;  mammals 
incidental  to  VVSDOT’s  Orcas  Island  and 
f’riday  Harbor  ferry  terminal 
construction  jirojects,  jirovided  the 
]U’(;vi()u.sly  mentioned  mitigation, 
monitoring,  and  reporting  r(;(pnr(;m(;nts 
are  incor])orate;d. 

nateiel:  I-'chruarv  .5.  2013. 

II(;l(;n  M  (ioUle;, 

Acting  Director.  Office  of  Protected  liesoiirces. 
\'(ition(d  Marine  Fisheries  Service. 

|I'R  Uoc.  201 3-02 !i(i4  Filiul  2-7-13;  am) 

BILLING  CODE  3510-22-P 


COMMITTEE  FOR  PURCHASE  FROM 
PEOPLE  WHO  ARE  BLIND  OR 
SEVERELY  DISABLED 

Procurement  List;  Addition 

AGENCY:  (',()nunitt(;e;  for  Purcha.se  From 
Peojile;  Who  Are;  Blind  or  Severely 
Di.sahled. 

ACTION:  Addition  to  the;  Procurement 
List. 


SUMMARY:  This  action  adds  a  service  to 
the;  Pr()cure;me;nt  List  that  will  he; 
j)r()vi(l(;(i  hv  a  nonprofit  agency 
employing  ])e;rs()ns  who  are  blind  or 
have;  other  .seve;re;  disabilities. 

DATES:  Effective  Date:  3/1 1  /2()1 3. 
ADDRESSES:  (k)nunitt(;e;  for  Purchase; 

E’rom  Pe;()ple;  Who  Are;  Blind  or  Severely 
Disabled,  Jefferson  Plaza  2.  Suite  10800, 
1421  Jefferson  Davis  Highway, 

Arlington,  Virginia,  22202-3259. 

FOR  FURTHER  INFORMATION  CONTACT: 

Barry  S.  Lineback,  Telejihone:  (703) 
003-7740,  Fax:  (703)  003-0055,  or  email 
CMTEFedReg@AhilitvOne.nov. 

SUPPLEMENTARY  INFORMATION: 

Addition 

On  11/30/2012  (77  FR  71400-71401), 
the  Committee  for  Purchase  From 
Peojile  Who  Are  Blind  or  Severely 
Di.sahled  jmhlished  notice  ofiirojiosed 
addition  to  the;  Pr()cur(;nu;nt  List. 

Aft(;r  consideration  of  the  material 
jiresented  to  it  concerning  cajiahilitv  of 
(jualifieel  nonjirofit  ag(;ncy  to  jirovide; 
the  service  and  imjiact  of  the;  addition 
on  the  current  or  mo.st  recent  contractor, 
the;  C()nuuitti;e  has  determined  that  the 
service  listed  below  is  suitahle  for 
jirocnrement  by  the  Fede;ral  Coyernment 
un(li;r  41  U.S.C^.  8501-8500  and  41  CFR 
51-2.4. 


Regulatory  Flexibility  Act  (Certification 

1  certify  that  the  following  action  will 
not  haye  a  significant  imjiact  on  a 
substantial  numher  of  small  entities. 

The;  major  factors  considered  for  this 
certification  were: 

1.  The;  action  will  not  result  in  any 
additional  rejiorting,  re;(:eirdkee;jiing  or 
other  comjiliance  re;ejuir(;ments  for  small 
entities  other  than  the  small 
organization  that  will  jiroyide;  the 
.seryice;  to  the;  Coyernment. 

2.  The  action  will  result  in 
authorizing  a  small  eaitity  to  jiroyide  the 
service;  to  the  Covernment. 

3.  There;  are  no  known  ri;gulatory 
alternatives  which  would  accomjilish 
the  (ihjective;s  of  the  Javits-Wagner- 
O’Day  Act  (41  LI.S.C.  85()l-85()(i)  in 
connection  with  the  service  jirojiosed 
for  addition  to  the  Procurement  List. 

End  of  Certification 

Accordingly,  the  following  service  is 
ael(l(;d  to  the  Pr(icnre;nu;nt  List: 

Seivice 

S(;rvie:e;  Type/Loe.ations:  1  losjiitnl 

I  I()us(;ke;e;i)ing  Service;,  Veilerinary  (Clinic, 
.533  .Solomons  Kel,  Fort  .Story.  VA. 

I  lealtli/Dental  (Clinic.  Illelg.  ()4().  New 
(aiin(;a  Roiiel.  Fort  .Slorv,  VA.  McDonald 
Army  Ileeallh  (Ce;nl(;r  (M(CAII(C).  .578 
|(;lfe;rson  Ave.,  Fort  Euslis,  VA. 

NPA:  Fnteirjirise;  Professional  .Seirviceis.  Inc.. 
Auslin.  rX 

(Contracting  Activitv:  D(;pl  oftlie  Armv. 

\V4l)M  (ISA  MEIKCOM  IKCAA.  Fort  .Sam 
I  lonston,  TX 

Barry  S.  Lineliack, 

Director.  Business  Operations. 

|FK  Uck:.  2()t:t-()2KH1  Filed  2-7-13:  K:45  ami 
BILLING  CODE  6353-01 -P 


COMMITTEE  FOR  PURCHASE  FROM 
PEOPLE  WHO  ARE  BLIND  OR 
SEVERELY  DISABLED 

Procurement  List;  Proposed  Additions 
and  Deletions 

AGENCY:  Committee  for  Purchase  From 
Peojile  Who  Are  Blind  or  Severelv 
Disabled. 

ACTION:  Projiosed  Additions  to  and 
Deleitions  from  the  Procurement  List. 

SUMMARY:  The  Committee  is  jirojiosing 
to  add  jiroducts  and  seirvices  to  the 
Procurement  List  that  will  he  furnished 
hv  nonjirofit  agencies  emjiloying 
jiersons  who  are  blind  or  have  other 
severe;  disabilities  and  deletes  jiroducts 
jireviously  furnished  hv  such  agencies. 
DATES:  Connnents  Must  Re  Received  on 
or  Before:  3/11/2013. 

ADDRESSES:  Committee  for  Purchase; 
From  P(;ojile  Who  Are  Blind  or  Severely 


L. 
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Disabled.  Jefferson  Plaza  2.  Suite  10800, 
1421  Jefferson  Davis  Higliwav. 

Arlington.  Virginia.  22202-32.'19. 

FOR  FURTHER  INFORMATION  OR  TO  SUBMIT 
COMMENTS  contact:  Oarrv  S.  laneback. 
Telephone;  (703)  003-7740,  Fax:  (703) 
C>03-00.'j.‘i.  or  (anail 
(:\ /7’/!,7‘’er//{eg@/\ hilitx  ( )in}.gov. 

SUPPLEMENTARY  INFORMATION:  This 
notice  is  jniblished  pursuant  to  41 
U.S.C.  8.'j03  (a)(2)  and  41  CFR  Its 

j)nrj)o.se  is  to  provide  interested  ])ersons 
an  o])portnnity  to  submit  comments  on 
the  proposed  actions. 

Additions 

If  the  Committee  approves  the 
])ropo.sed  additions,  the  entiti»!S  of  the 
Federal  Government  identified  in  this 
notice  will  he  retpiired  to  |)rocure  the 
products  and  .services  listed  below  from 
nonj)rofit  agencies  employing  persons 
who  are  blind  or  have  other  severe 
disabilities. 

'TIk!  following  products  and  .services 
are  proposed  for  addition  to 
Procnrement  List  for  production  hv  the 
nonpn)fit  agencies  listed: 

Prod  IK  :1s 

N.SN:  702r)-l)()-N18-()()()4— Mouse.  Optical 
.Sensor,  Black  and  Oniv.  lu'^onomic 
slia])(ul  Nl’.\:  lv.(i.  Indnsiricis  for  the 
Blind,  Inc.,  llnrham.  NO 
Ooniracling  AcliviU':  (anieral  .Sinx  ices 

Adininisiration.  Ninv  York.  Ny  Oovisagt!: 
.'\-List  lor  lli{!  Total  OovaaniiKMil 
K(H|nirenienl  as  aggregated  1)\'  llie 
OeiMiral  Sin  viccis  Adininisiration. 

N.SN:  7.'j10-00-NIB-0H4;I— .Self  Slick 

K(!clangnlar  I'lag.  .."i"  x  1.7",  Multi  Pack 
(Red/yidlow/hlne/green) 

NPA:  Association  for  the  Blind  and  Visnallv 
lin|)aired — (Goodwill  lndnstri(;s  of 
fJrealer  Kochesli^r.  Koclnister.  NY 
(ioniracling  Aclivitv:  Oeneral  .Services 

Administration,  Nmv  York.  Ny  (Coverage: 
A-List  for  lIuOTolal  (Jovernment 
R(!t|niremenl  as  aggregated  by  thi; 

(tiMieral  .Siirvices  .Administration. 

SoivicKs 

.Siirvice  Type/Local  ion:  Onslodial/)anitorial. 
Oocliiti  Lakis  Project  Office.  82  flam  Orest 
Road.  Pena  Blanca.  NM. 

NPA:  Adelaide  llevelojmienl  Oenler.  Inc.. 
Allnupienine.  ,NM 

(iontracling  Activity:  Dept  of  the  Army. 

\VI)7.t  LNIJI.SI’  All)U(pier(|ne. 
.'Mlnupienpie.  NM. 

.Service  'Tvpii/Localion:  Ouslodial  .Service. 
Oonsnmer  Pinancial  Protection  linrean. 
182.^  lA'e  .Slniel  N\V..  Washington,  1)0. 
NPA:  .Service  Disabled  Veterans  Business 
Association.  .Silver  .S))rings,  Ml) 
Ooniracting  Activity:  Oonsnmer  Pinancial 
Protection  Bureau,  (dpb  Procurement. 
Wasbington.  Dfi. 

.Service  'Tvpe/Localion:  Ouslodial  .Service. 

'l  oiilson  Ooiirlbonsi!.  12!)  East  Main 
.Slr(!el,  .Salisbury,  MI). 

NPA:  Worcester  Oonniy  Developmental 


Oenter,  Newark.  Ml) 

Ooniracling  Ac:tivily:  Public  Buildings 
Sm  vice.  O.SA/PB.S/Rl)3  .Sonib  .Service 
Oenter.  Pbiladelpbia,  PA. 

Dnintions 

'Tlu!  following  produt:t.s  .in;  proi)os(;d 
for  (lohdion  from  the  Procuromont  Li.st: 

Products 

NSN:  71)4 5-0 1-."if>8-!)l)!)4— USB  2.0  Hard 
Drive.  Portable.  3200 

NSN:  7045-0  l-3!)!)-!)34.5— USB  Flash  Drive. 
25(i-Bit  AE.S  Encryption,  Level  3 
luicrvpled.  Anii-Virns.  40B 
N.SN:  7045-01-5!)!)-!)34()— USB  Flash  Drive. 
25()-Bil  AE.S  Encrvpiion,  Level  3 
Encry])led.  AnIi-Virns.  320B 
N.SN:  7t)45-01-5!)!)-!)348— USB  Flash  Drive. 
250-Bit  AE.S  Encryption,  Level  3 
Encrv|)led.  Anti-Virns.  HOB 
N.SN:  7045-01-5!)!)-!)352— USB  I'lasb  Drive. 
250-Bil  AES  Encry|)lion,  Level  3 
Encryiiled.  20B 

N.SN:  7045-01-5!)!)-!)353— USB  Flash  Drive. 
250-Bil  AE.S  Encryption,  Level  3 
Encrviiled.  Anii-Virns.  ItiOB 
N.SN:  7045-01-5!)!)-!)354— USB  Flash  Drive. 
230-Bit  AES  Enc.rviition.  Level  3 
Encryiited.  Anii-Virns.  20B 
NPA:  North  Ocmiral  .Sight  .Serviccis,  Inc.. 
WilliamsjmrI.  PA 

Ooniracling  Activity:  (ameral  .Services 
Administration.  New  York.  NY 
N.SN:  7420-01-484-1758— Oliiihoard  w/ 
Oalcnialor 

NPA:  MidWiist  loiterprisiis  for  llu;  Blind.  Inc.. 
Kalamazoo.  Ml 

Ooniracling  Activity:  Cameral  Servic(!s 
Administration.  Ncnv  York.  NY 

Barry  S.  Linel)ac:k, 

Director.  Biisinass  Operations. 

H  R  Doc.  2iu:t-l)2tmi)  Fil(!(l  2-7-1:):  8:45  ami 
BILLING  CODE  6353-01 -P 


CONSUMER  PRODUCT  SAFETY 
COMMISSION 

Sunshine  Act  Meeting  Notice 

TIME  AND  DATE:  VVodiio.sday,  Fohruary  13. 
201 3,  1  ();0()  a.m.— 1 1  :()0  a'.m. 

PLACE;  Room  420,  Bothosda  'Towor.s. 
4330  East  Wost  Highway.  Hothosda, 
Mai'vland. 

STATUS;  Commi.ssion  Mooting — Opoii  to 
tho  Public. 

Matters  To  He  Considered 

Dacisioiml  Matter:  .Sections  111  2/1 118 
Rotpiiromonts  lot  Thii'd  Party 
Conformity  Assossmont  Htnlios — Dnift 
Fintil. 

A  live  wobciist  of  tho  Mooting  can  ho 
viewed  iit  www.cpsc.gov/wehcast. 

Ft)!'  a  recorded  message  containing  the 
latest  agemhi  information,  call  (301) 
.')04-7!)48. 

CONTACT  PERSON  FOR  MORE  INFORMATION: 

Todd  A.  Stevenson,  Office  of  the 


.Secretary,  II..S.  Consumer  Product 
.Stifety  Commissitm,  4330  East  West 
Highwav.  Bethesdii.  MD  20814,  (301) 
.504-7023. 

Dated:  Fehrnarv  5.  2013. 

Todd  A.  Stevensim. 

Secretary. 

|1  K  Dec.  2IU:t-ll2>lli‘)  Filed  2-11-1,);  11:1,5  ain| 
BILLING  CODE  6355-01-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

[FRL-9779-6] 

Notice  of  Availability  for  Public  Review 
and  Comment:  Draft  EPA  Climate 
Change  Adaptation  Plan 

agency;  Environmental  Protection 
Agency  (EPA). 
action:  Notice. 

SUMMARY:  .Scientifit;  evidence 
demonstrates  that  the  climate  is 
changing  at  an  increasingly  rajiid  rate, 
outside  the  range  to  which  society  has 
adapted  in  the  ])ast.  Climate  change  can 
pose  significant  challenges  to  the  EPA’s 
ability  to  fulfill  its  mi.ssion.  The  II. .S. 
Envinmmental  Protection  Agency  is 
committed  tti  identifying  and 
responding  to  the  challenges  that  a 
t:hcmging  i:liniate  |)oses  to  human  health 
iind  the  environment.  It  is  essentitil; 
therefore,  that  the  EPA  adapt  to  climate 
cli.mge  in  order  to  continue  fulfilling  its 
statutory,  regulatory  and  jirogrammatic 
retpiirements,  chief  among  these 
jirotection  of  human  health  and  the 
environment.  Adaptation  will  involve 
anticipating  and  planning  for  chtmges  in 
climate  and  incorporating 
considerations  of  climate  change  into 
many  of  the  Agency's  jirograms, 
policies,  rules  and  o])erations  to  ensure 
they  are  effective  under  changing 
t:limatic  conditions.  Adajjtation  also 
nece.ssitates  close  coordination  between 
EPA  and  its  many  partners  and 
.stakeholders. 

EPA  and  other  Federal  Agencies  and 
Departments  have  develo])t:d  draft 
Agency  Climate  Change  Adaptation 
Phms  in  resjxm.se  to  the  Presitlent’s 
October  2000  Executive  Order  (E.O. 
13.514 — “Federal  Leadership  in 
Kt)vironment(d,  Eneray,  and  Eeonainie 
Performance”)  and  the  March,  2011 
Implementino  Instructions  to  all  Federal 
Department  and  A<>encies.  Todav,  EPA 
iinnoimces  the  aviiilahility  of  a  jinhlic 
review  di  tift  of  its  Agency  Plan.  The 
draft  Plan  will  he  available  for  a  OO-day 
public  I’eview. 

DATES:  The  jinhlic  should  lespond  to  the 
EPA  with  comment  via  the  public 
docket  no  later  than  April  0,  2013.  Onlv 
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comments  roccnvod  l)y  tlu;  deadline  can 
he  c:onsidered  by  the  Agency  in 
finalizing  its  j)lan. 

ADDRESSES:  If  vou  have  (]nesti()ns  about 
res])onding  to  this  notice,  j)lease  contact 
(Catherine  Allen  by  phone  (2t)2-.'5()()- 
1030),  or  by  mail  (1200  Fenn.sylvania 
Ave.  NW..  Washington,  IXi  20400). 

The  i)ul)lic  review  draft  of  FPA’s 
f.V/mafe  C/ionge  Adaptcition  PUin  has 
been  i)ost(id  to  a  ])uhlic  docket  and  is 
available  on  the  Agency  docket  Web  site 
at  this  URL  address:  http:// 
w’ww. (if )(i. gov/docket s/indcx.ht in.  It  is 
Docket  Number  EFA-HQ-()A-2012- 
0247. 

SUPPLEMENTARY  INFORMATION:  FRA  is 
working  to  fulfill  its  mi.ssion  to  ])rotect 
human  health  and  the  environment. 
Many  of  the  goals  ERA  is  working  to 
attain  (e.g..  clean  air.  saft;  drinking 
water)  are  sensitive  to  changcis  in 
weather  and  climate.  Until  now,  ERA 
has  been  able  to  assume  that  climate  is 
relatively  stable  and  future  climate 
would  mirror  past  climate.  However, 
with  climate  changing  at  an  increasingly 
rapid  rate  and  outside  the  range  to 
which  society  has  ada])ted  in  the  past, 
climate  change  is  j)osing  new  challenges 
to  era’s  ahilitv  to  fulfill  its  mi.ssion. 

This  Rian  will  help  guide  the  Agency 
to  ])repare  for  future  changes  in  climate 
and  to  incor])orate  considerations  of 
climate  change  into  its  mission-driven 
activities.  Ulimate  ada|)tation  ])lanning 
will  hel])  ERA  continue  to  fulfill  its 
mission  of  ])rotecting  human  health  and 
the  environment  even  as  the  climate 
changes. 

ERA  c:onsiders  ])iihlic  input  to  he 
essential  for  the  development  of  this 
Plan.  This  input  will  also  helj)  the 
Agency  stnmgthen  its  j)artnershi]js  with 
states,  tribes,  local  communities,  and 
non-governmental  organization.s — many 
of  which  have  already  begun  to  develoji 
and  implement  adaptation  measures. 

Dated:  )amiary  24,  2013. 

Michael  Duo, 

Associate  Adniinislrator,  Office  ofPoIicv. 

IFK  Uiie.  2(n:i-U2<ri8  Filed  2-7-K):  iim| 

BILLING  CODE  6560-50-P 

ENVIRONMENTAL  PROTECTION 
AGENCY 

[ER-FRL-9007-5] 

Environmental  Impacts  Statements; 
Notice  of  Availability 

Hnsponsibln  Agency:  Office  of  Federal 
Activities,  General  Information  (202) 
.'i04-714(i  or  http://\v\v\\’.cf)(i.g()v/ 
coinplinncc/ncpn/ . 


Wecikly  receipt  of  Environmental  Impact 
.Statements  I'dled  01/28/2013  'rhrough 
02/01/2013 

Rursuant  to  40  GFK  l.'iOO.O. 

Notice 

.Section  300(a)  of  the  Glean  Air  Act 
r(!()nires  that  ERA  make  ])ul)lic  its 
comments  on  El.Ss  issued  by  other 
Federal  agencies.  ERA’s  comment  letters 
on  El.Ss  are  available  at:  http:// 
www.cpa.gov/coinpliancc/ncpn/ 
cisdntn.htinl. 

SUPPLEMENTARY  INFORMATION:  As  of 
October  1, 2012,  ERA  will  not  accept 
pa])er  cojjies  or  (ills  of  El.Ss  for  filing 
])iirj)oses;  all  submissions  on  or  after 
October  1.  2012  must  he  made  through 
e-NERA. 

While  this  system  eliminates  the  need 
to  submit  j)a|)er  or  (iD  copies  to  ERA  to 
meet  filing  reejuirements,  electronic 
submission  does  not  change 
re(|uirements  for  di.strihution  of  El.Ss  for 
])uhlic  review  and  comment.  To  begin 
using  e-NERA,  you  must  first  register 
with  liRA’s  electronic  reporting  site — 
https://cdx.cp(i.gov/cp(i_h()inc.(tsp. 

EIS  \k).  20 1300 If).  Draft  EIS.  USES.  OH. 
Ochoco  .Summit  Trail  .Svstem  Project. 
Ochoco  National  Forest,  Wheeler  and 
Grook  Goimties,  OR,  (iomment  Period 
Ends:  03/2.'j/2013.  Gontact:  Dede 
.Steele  .141-41 0-ti.'lOO. 

EIS  No.  20130021).  Second  Einal  EIS 
(Tiering).  FllWA,  ME.  Aroostook 
County  Transportation  .Study,  'rier 
2 — Rre.s()ue  Isle  Byj)ass,  Aroostook 
County,  ME.  Review  Period  Ends:  03/ 
11/2013,  (Contact:  Mark  Hassehnann 
207-.112-4913. 

EIS  No.  20130021.  Dra  ft  EIS.  USES.  MS. 
Revi.sed  Land  and  Resource 
Management  Rian  for  the  National 
Forests  in  Mississippi.  (Comment 
Period  Ends:  0.5/08/2013,  Contact:  Jeff 
Long  001-005-1029. 

EIS  No.  20130022.  Final  EIS.  NPS.  AK. 
Brooks  River  Visitor  AcetLss,  Katmai 
National  Park  and  Preserve,  AK. 
Review  Period  Ends:  03/11/2013, 
Contact:  Brooke  Merrell  (907)  044- 
3397. 

EIS  No.  20130023.  Final  EIS.  HR.  CA. 
Water  Transfer  Program  for  the  .San 
joacjuin  River  Exchange  Contractors 
Water  Authority,  2014-2038,  To 
Execute  Agreements  for  Water 
Transfers/or  Exchanges,  .San  joacinin 
Valiev,  Fresno,  Madera.  Merced,  and 
.Stanislaus  Counties,  CA,  Review 
Period  Ends:  03/11/2013,  (iontat:!: 
Brad  Hubbard  910-t)78-.5204. 

EIS  No.  20130024.  Draft  EIS.  USES.  MT. 
Pilgrim  Creek  'rimber  Sale  Project, 
Kootenai  National  Forest,  Cabinet 
Ranger  District,  Sanders  (bounty,  MT, 
(Comment  Period  Ends:  03/25/2013. 


Contact:  Doug  (irupenhoff  400-827- 
0741. 

EIS  No.  20130025.  Draft  EIS.  CALTRAN. 
UA.  .State  Route  79  Realignment 
Project.  Domenigoni  Parkway  to 
Gilman  .S])rings  Road.  Riverside 
County,  ('.A,  (’.omment  Period  Ends: 
03/25/2013,  Contact:  Aaron  Burton 
90?)-383-2841. 

Amended  Notices 

EIS  No.  20120401.  Einal  EIS.  DOE.  MA. 
Adoption — Cape  Wind  Energv  Project 
Nantucket  .Sound,  Offshore  of 
Massachu.setts,  DOE/El.S-0470, 
Barnstable,  Nantucket  and  Duke 
Counties,  MA  and  Washington 
(ioiinty,  Rl.  Review  Period  Ends:  03/ 
11/2013,  (k)ntact:  Matthew  McMillen 
202-580-7248. 

Revision  to  FR  Notice  Published  12/ 
31/2012:  Extending  Review  Period  from 
01/29/2013  to  03/11/2013. 

Datcul:  l''(!l)riiarv  .5.  2013. 

(3itT  Rader, 

Director.  .\EPA  Compliance  Division.  Office 
of  Federal  Activities. 

Il'K  Doc.  2in:i-()2()U)  11104  2-7-i:t;  H;4r>  anil 
BILLING  CODE  6560-50-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

[FRL-9777-1] 

Clean  Air  Act  Advisory  Committee 
(CAAAC):  Notice  of  Meeting 

agency:  Environmental  Protection 
Agency  (ERA). 

ACTION:  Notice  of  meeting. 

SUMMARY:  The  Environmental  Protection 
Agency  (ERA)  estahli.shed  the  C^lean  Air 
Act  Advisory  Committee  (CAAAC)  on 
November  19.  1990,  to  provide 
indej)endent  advic:e  and  counsel  to  ERA 
on  jjolicy  issues  associated  with 
implementation  of  the  Cilean  Air  Act  of 
1990.  The  Committee  advises  on 
economic,  environmental,  technical, 
.scientific  and  enforcement  jjolicy 
issues. 

DATES:  Dates  It  Addresses:  Open 
meeting  notice:  Pursuant  to  5  l)..S.C. 
App.  2  .Section  10(a)  (2),  notice  is 
hereby  given  that  the  Clean  Air  Act 
Advisory  (Committee  will  hold  its  next 
oi)en  meeting  on  February  27.  2013  from 
8:30  a.m.  to  4:00  p.m.  at  the  Crowne 
Plaza  Old  Town  Alexandria  locateil  at 
901  North  Fairfax  Street.  Alexandria. 

VA  22314.  Seating  will  he  available  on 
a  first  come,  first  .served  basis.  The 
Permits.  New  .Source  Review  and  Toxics 
.Subcommittee  will  meet  at  the  same 
location  on  February  20,  2013  from  1:30 
a.m.  to  3:30  p.m.  The  agenda  for  the 
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C^AAAC  bill  committee  meeting  will  he 
posted  on  the  Clean  Air  Act  Advisory 
Committee  Web  site  at  htt]):// 
.gov/oar/caudc/ . 

Inspection  of  Connniticc  Docinncnts: 
The  (Committee  agenda  and  any 
documents  prepared  lor  the  meeting 
will  he  pnhliclv  available  at  the 
meeting.  Thereafter,  these  documents, 
together  with  (^AAA(]  meeting  minutes, 
will  he  available  by  contacting  the 
Office  of  Air  and  Radiation  Docket  and 
rtMjuesting  information  under  docket 
l-FA-HQ-OAR-2()04-()()75.  The  Docket 
office  can  ht;  reached  by  email  at: 
o-an(i-r-Dock(it@cp(i.gov  or  FAX:  202- 
.'i0()-9744. 

FOR  FURTHER  INFORMATION  CONTACT: 
(A)ncerning  the  C'.AAAC.  please  contact 
Fat  Childers,  Office  of  Air  and 
Radiation.  U.S.  ERA  (202)  .504-1082. 

FAX  (202)  .504-13.52  or  by  mail  at  U..S. 
ERA.  Office  of  Air  and  Radiation  (Mail 
code  0102  A),  1200  Rennsylvania 
Avenue  N\V..  Washington.  DC  20004. 

For  information  on  the  Rermits,  New 
.Source  Review  and  Toxics 
subcommittee,  please  contact  Liz  Nae.ss 
at  (910)  .541-1892.  Additional 
Information  on  these  meetings.  CAAAC, 
and  its  Subcommittees  can  he  found  on 
the  (;AAAC.  Web  site:  http-.// 

\\-\\'i\'.i‘pa  .gov/ oar/ caaac/. 

For  information  on  access  or  services 
for  individuals  with  di.sahilities.  please 
contact  Mr.  Rat  Childers  at  (202)  .504- 
1082  or  childci's.pat@epa.go\'.  To 
recpiest  acc;ommodation  of  a  disability, 
please  contact  Mr.  Childers,  preferahlv 
at  least  10  days  prior  to  the  meeting,  to 
give  ERA  as  much  time  as  possible  to 
jirocess  your  recpiest. 

Dated:  February  1. 201.1. 

Pal  Chililers. 

Designated  Federal  Olficial.  (Jlean  Air  Act 
A  dvison  -  Committee.  ( Iff  ice  of  A  i  ran  d 
liadialion. 

IFK  I)(k:.  2(li:i-02«0;i  Fili!(i  2-7-i:i;  8:4.'>  am| 

BILLING  CODE  P 

ENVIRONMENTAL  PROTECTION 
AGENCY 

[EPA-HQ-OPP-201 3-0025;  FRL-9376-8] 

Notice  of  Receipt  of  Pesticide 
Products;  Registration  Applications  To 
Register  New  Uses 

AGENCY:  Environmental  Rrotection 
Agency  (ERA). 
action:  Notice. 

SUMMARY:  This  notice  announces  receijit 
of  a])pfication.s  to  register  new  uses  for 
pesticide  products  containing  currently 
registered  active  ingredients  pursuant  to 
the  provisions  of  section  3(c)  of  the 


Federal  Insecticide,  Fungicide,  and 
Rodent icide  Act  (FIFRA).  as  amended. 
This  notice  provides  the  jnihlic  with  an 
opportunity  to  comment  on  the 
applications. 

DATES:  Comments  must  he  received  on 
or  before  March  11, 2013. 

ADDRESSES:  Submit  your  comments, 
identified  by  docket  identification  (ID) 
numher  and  the  ICRA  Registration 
Number  or  ERA  lule  Symbol  of  interest 
as  shown  in  the  body  of  this  document, 
by  one  of  the  following  methods: 

•  Federal  elhdeinaking  Ported:  http:// 
WWW. regnlations.gov.  Follow  the  online 
instructions  for  submitting  comments. 

Do  not  submit  electronically  anv 
information  you  consider  to  he 
Confidential  Business  Information  (C'.Bl) 
or  other  information  whose  disclosure  is 
restricted  by  .statute. 

•  Mail:  C)RR  Docket.  Environmental 
Rrotection  Agency  Docket  (kmter  (ERA/ 
DC).  (28221T).  1200  Rennsylvania  Ave. 
NW..  Washington,  DC  204()0-0001. 

•  Hand  Deliverv:  'I'o  make  special 
arrangements  for  hand  delivery  or 
deliverv  of  boxed  information.  ])lea.se 
follow  the  instructions  at  http:// 
www.efni. gov/dockets/contacts. ht  in. 

Additional  instructions  on 
commenting  or  visiting  the  docket, 
along  with  more  information  about 
ilockets  generally,  is  available  at 
http://www.epa. gov/ dockets. 

FOR  FURTHER  INFORMATION  CONTACT:  A 
contact  person  is  listed  at  the  end  of 
each  registration  aj)j)lication  summarv 
and  may  he  contacted  by  telephone, 
email,  or  mail.  Mail  correspondence  to 
the  Registration  Division  (7.5().5R).  Office 
of  Resticide  Rrograms,  Environmental 
Rrotection  Agency.  1200  Rennsylvania 
Ave.  NW.,  Washington,  DC^  20400-0001. 
As  ])art  of  the  mailing  address,  include 
the  contact  person's  name,  division,  and 
mail  code. 

SUPPLEMENTARY  INFORMATION: 

I.  General  Information 

A.  Does  this  action  appiv  to  me? 

You  may  he  ])otentially  affected  by 
this  action  if  you  are  an  agricultural 
producer,  food  manufacturer,  or 
pe.sticide  mauufacturer.  The  following 
list  of  North  American  Industrial 
(3a.ssification  .System  (NAIC.S)  codes  is 
not  intended  to  he  exhaustive,  hut  rather 
provides  a  guide  to  help  readers 
determine  whether  this  document 
applies  to  them.  Rotenlially  affected 
entities  may  include: 

•  Groj)  production  (NvXKkS  code  111). 

•  Animal  jiroduction  (NAKkS  code 
112). 

•  Food  manufacturing  (NAIGS  code 
311). 


•  Re.sticide  manufacturing  (NAIC.S 
code  32.532). 

B.  What  should  I  consider  as  /  prepare 
mv  comments  for  HP  A? 

1.  Submitting  ('All.  Do  not  submit  this 
information  to  ERA  through 
regulalions.gov  or  email,  (ilearlv  mark 
the  part  or  all  of  the  information  that 
you  claim  to  he  C.BI.  For  CBI 
information  in  a  disk  or(;D-RC)M  that 
von  mail  to  ERA.  mark  the  outside  of  the 
disk  or  CD-ROM  as  CBI  and  then 
identify  electronically  within  the  disk  or 
CD-RCIM  the  sjiecific  information  that 

is  claimed  as  CBI.  In  addition  to  one 
comj)lete  version  of  the  comment  that 
includes  information  claimed  as  CBI,  a 
copy  of  the  c:omment  that  does  not 
contain  the  information  claimed  as  CBI 
mu.st  he  suhmitted  for  inclusion  in  the 
public  docket.  Information  so  marked 
will  not  he  disclosed  excejit  in 
accordance  with  ])rocedure.s  .set  forth  in 
40  CFR  part  2. 

2.  Tips  for  preparing  vonr  comments. 
When  submitting  comments,  remember 
to: 

i.  Identify  the  document  by  docket  ID 
numher  and  other  identifying 
information  (subject  heading.  Federal 
Register  date  and  page  numher). 

ii.  Follow  directions.  The  Agency  may 
ask  you  to  respond  to  specific  cjuestions 
or  organize  comments  by  referencing  a 
Code  of  Federal  Regulations  (CFR)  part 
or  section  numher. 

iii.  Ex])lain  why  you  agree  or  disagree: 
suggest  alternatives  and  .substitute 
language  for  your  recpiested  changes. 

iv.  De.scrihe  any  a.ssumptions  and 
jirovide  any  technical  information  and/ 
or  data  that  you  used. 

V.  If  you  estimate  potential  costs  or 
burdens,  exjilain  how  you  arrived  at 
your  estimate  in  sufficient  detail  to 
allow  for  it  to  he  reproduced. 

vi.  Rrovide  .sjiecific  examples  to 
illustrate  your  concerns  ami  suggest 
alternatives. 

vii.  Ex])lain  your  views  as  clearly  as 
possible,  avoiding  the  use  of  jirofanity 
or  personal  threats. 

viii.  Make  sure  to  submit  your 
comments  by  the  comment  jieriod 
deadline  identified. 

II.  Registration  Applications 

ERA  has  received  a])plication.s  to 
register  new  uses  for  pe.sticide  products 
containing  currently  registered  active 
ingredients.  Rursuant  to  the  ])rovi.sions 
of  FIFRA  .section  3(c)(4),  ERA  is  hereby 
providing  notice  of  receijit  and 
opjiortunity  to  comment  on  these 
applic:ation.s.  Notice  of  receipt  of  the.se 
a])])lications  does  not  im])ly  a  decision 
by  the  Agency  on  these  ajiplications. 
For  actions  being  evaluated  under  the 
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Agonf:y’.s  |)iil)li(:  participation  j)roce.ss 
for  r(!gi.stration  actions,  there  will  he  an 
additional  o])portunity  fora  30-day 
])nhlic  comment  ])eriod  on  the  i)roposed 
decision.  Please  .see  the  Agency’s  public 
l)articipation  Web  site  for  additional 
information  on  this  process  [http:// 
w'ww.cpa. gov/ past  ividcs/wgulating/ 
ragistrotion-piihlic-involvaniant.htinl). 
FPA  rec(Mved  the  following  applications 
to  register  new  uses  for  ])esticide 
j)roducts  containing  currently  registered 
active  ingredients: 

1 .  EPA  Hagistrotion  Niimbars:  204- 
824  and  204-82.'i.  Docket  ID  Niuubar: 
FPA-1 1Q-()PP-2()1 2-0870.  Applicant: 
Bayer  CirojjScience,  2  T.W.  Alexander 
Drive.  P.O.  Box  12014,  Research 
Triangle  Park,  NCi  27709.  Active 
ingredient:  Prothioconazole  Technical 
Fungicide  |2-(2-l-C]hlorocvclopropvl)-3- 
(2-chloro])henyl-2-hydroxy))roptyl)-l  .2- 
dihydro-3H-l  .2.4-triazole-3-thionel. 
Product  Tvpe:  Fungicide.  Proposed 
(/.ses;  Busiil)erry  (croj)  subgroup  13- 
07B),  low  growing  berry  suhgronj). 
excej)t  strawberry  (crop  subgroup  13— 
0711  and  cucurbit  vegetables  (croj)  grou]) 
9).  (Contact:  Rosemary  Kearns.  RD,  (703) 
30.')-.')01 1 ,  email  address: 
kearns.rosein(}n'@e})a.gov. 

2.  EPA  liegistration  \hnnber:  1001-87. 
Docket  ID  Number:  EPA-HQ-OPP- 
2013-0017.  Applicant:  (ilearv 
C’.hemicals,  LL(i.,  178  Ridge  Road.  Suite 
A,  Dayton,  NJ  08810.  y\ctive  ingredient: 
'Dihuconazole.  Product  Tvpe:  Fungicide. 
Proposed  l/ses:  Turfgrass  use  on  home 
lawns,  sod  and  athhdic  fields.  (Contact: 

1  leather  Garvie,  RD,  (703)  308-0034. 
email  address:  garvie. beatber@e})a.gov. 

3.  EPA  liegistration  Number:  7t)()9- 
278.  Docket  ID  Number:  EPA-HQ-OPP- 
2013-0008.  Applicant:  BASF 
Gorporation.  20  Davis  Drive,  P.G.  Box 
13.')28,  Research  Triangle  Park,  NC 
27709-3.'i28.  Active  ingredient: 
Saflufenacil.  Product  Tvpe:  Herbicide. 
Proposed  Uses:  Post-emergent 
applications  to  rice.  Contact:  Bethany 
Benhow,  RD,  (703)  347-8072.  email  ' 
addre.ss:  benhow. betham'@epa. gov. 

4.  EPA  liegistration  Numbers:  .')t)03t)- 
3.1  and  .1^)039-7(1.  Docket  ID  Number: 
EPA-HQ-OPP-201 2-0899.  Applicant: 
Valent  IJ.S.A.,  1000  Riveria  Avenue. 
Suite  200,  Walnut  Greek,  (kilifornia 
94190.  Active  ingredient: 

Feipiroiiathrin.  Product  'Tvpe: 
Insecticide.  Proposed  Use:  Barley, 
fruiting  vegetable  group  8-10,  citrus 
fruit  group  10-10,  pome  fruit  group  11- 
10,  and  berry  subgroups  13-07  B.  F  K 
G.  Contact:  0\gi\  Odiott,  RD,  (703)  308- 
9309,  email  addre.ss: 

od  iott.  oIga@epa.go 

1.  EPA  Registration  Numbers:  02719- 
437  and  02719^42.  Docket  ID  Nund)er: 
EPA-1  lQ-OPP-201 2-091 2.  Applicant: 


Dow  AgroSciences  LL(k  9330  Zionsville 
Road,  Indianapolis,  Indiana  40208. 
Active  ingredient:  Methoxvfenozicle. 
Product  Type:  Insecticide.  Proposed 
//.se;  Ihah  subgroup  19A  (excej)t  chives), 
dates,  sorghum,  peas  and  bean  subgrou]) 
OG  (except  blackeyed  and  .southern  pea), 
fruiting  vegetable  grou])  8-10,  iiome 
fruit  group  11-10,  berrv  subgroups  13- 
07  A,  F  K  (k  sugar  ai)])le,  cberimoya, 
atemoya,  custard  ajiple,  llama,  soursop, 
and  biriba.  Contact:  Olga  Odiott.  RD, 
(703)  308-9309,  email  address: 
odiott.olga@epa.gov. 

(i.  EPA  llegistrcdion  Numbers:  02719- 
119,  02719-172,  02719-028.  02719-029, 
and  02719-030.  Docket  ID  Number: 
EPA-1  IQ-OPP-201 3-001 1.  Applicant: 
Dow  AgroSciences,  9330  Zionsville 
Road,  Indianapolis,  IN  40208.  Active 
ingredient:  Aminopyralid.  Product 
'Tvpe:  Herbicide.  Proposed  Uses:  Weed 
management  in  acpiatic  areas.  Contact: 
Bethany  Benhow,  RD,  (703)  347-8072, 
email  address: 
benbow.betban\'@e})a.gov. 

7.  EPA  Registration  \himbers:  71049- 
2  and  71049—4.  Docket  ID  Number: 

EP A-I  lQ-(  )PP-201 3-001 1 .  A pplicant: 
KIM-Gl,  LLC;.  2147  W.  Shaw  Ave., 

.Suite  110,  Fresno,  (iA  93711.  Active 
ingredient:  Forcblorfennron.  Product 
'Tvpe:  Plant  Growth  Regulator.  Proposed 
Uses:  Almond;  cherry,  sweet  fig;  pear; 
pistachio;  plum;  and  prune.  Contact: 
(iyntbia  Cnle.s-Parker,  RD,  (703)  301- 
7740.  email  address;  giles- 
parker.cyntbia@ep(t.gov. 

List  of  Subjects 

Environmental  protection.  Pesticides 
and  jie.st. 

Ilalod:  lailiraary  1,  2013. 

Daniel  ).  Kusenblatl, 

Acting,  Director.  Registration  Division.  Office 
of  Pesticide  Programs. 

U  K  Doc.  2(n:i-()2!l21  Filed  2-7-i:j:  »:4.S  am| 
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FEDERAL  MARITIME  COMMISSION 

Sunshine  Act  Meeting 

AGENCY  HOLDING  THE  MEETING:  Federal 
Maritime  Gommi.ssion. 

TIME  AND  date:  February  13.  2013  10:00 
a.m. 

place:  800  North  Capitol  Street  NW., 
f’irst  Floor  Hearing  Room,  Washington, 
DG. 

STATUS:  The  meeting  will  be  held  in 
()|)en  .Session. 

Matters  To  He  (kinsidered 

1.  Docket  No.  11-22:  Non-Ves.sel- 
(Iperating  Gommon  Carrier  Negotiated 


Rate  Arrangements;  Tariff  Filing 
Exem])tion. 

2.  Revi.sed  Timetable  for  Retrospective 
Review  of  Existing  Rules:  Priority  of 
Review  of  .Service  Contract  and 
Negotiated  NVOGG  .Service 
Arrangement  Rules. 

3.  Docket  No.  11-10:  Passenger  Vessel 
()])erator  Financial  Resjionsihilitv 
Recpiirements  for  Non|)erformance  of 
Transportation  and  Technical  Revision 
to  Passenger  Vessel  Operator 
Regulations. 

4.  Draft  Concerning  Licensing. 
Financial  Resjionsibility  Requirements, 
and  (ieneral  Duties  for  Ocean 
Transportation  Intermediaries. 

CONTACT  PERSON  FOR  MORE  INFORMATION: 
Karen  V.  Gregory,  Secretary,  (202)  123- 
1721. 

Karen  V.  (Iregorv, 

Secretarv. 

|FK  Doc.  2(n:i-():H)ri2  Filed  2-(i-i:t:  4:1.'')  i)in| 
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FEDERAL  MINE  SAFETY  AND  HEALTH 
REVIEW  COMMISSION 

Sunshine  Act  Notice 

Feliniarv  ii.  2013. 

TIME  AND  DATE:  2:00  j).!!!..  Thursday, 
February  21. 2013 

PLACE:  rhe  Richard  V.  Backlev  Hearing 
Room,  Room  11  IN.  1331  Penn.sylvania 
Avenue  NW.,  Washington,  DCi  20004 
(entry  from  F  .Street  entrance) 

STATUS:  Open 

MATTERS  TO  BE  CONSIDERED:  The 
(iommi.ssion  will  consider  and  act  iqion 
the  following  in  o])en  session:  Secretary' 
of  Labor  v.  Rig  Ridge,  Inc,,  Docket  Nos. 
LAKE  2009-377,  et  al.  (Lssues  include 
whether  the  Administrative  Law  Judge 
erred  in  determining  that  certain  orders 
were  “significant  and  substantial”  and 
due  to  the  operator’s  “unwarrantable 
failure  to  comply.’’) 

Any  person  attending  this  meeting 
who  retpiires  special  acce.ssihilitv 
features  and/or  auxiliary  aids.  siK:h  as 
sign  language  interpreters,  must  inform 
the  Commission  in  advance  of  those 
needs.  .Subject  to  29  GFR  2700.110(a)(3) 
and  2700.100(d). 

CONTACT  PERSON  FOR  MORE  INFORMATION: 

Jean  Ellen  (202)  434-9910/(202)  708- 
9300  for  TDD  Relav/1 -800-877-8339 
for  toll  free. 

Linegiaii!  Johnson. 

Administrative  Assistant. 

IFR  Doc.  2in:i-02!)7;i  Filed  2-{>-i:i;  1  l:Ui  am| 
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FEDERAL  MINE  SAFETY  AND  HEALTH 
REVIEW  COMMISSION 

Sunshine  Act  Notice 

l•'(^l)nlar\•  5,  2013. 

TIME  AND  date:  10:00  a.m..  Thursclay, 
February  21. 2013. 

place:  The  Richard  V.  Ilackley  Hearing 
Room,  Room  .'ll  IN.  1331  I’ennsvlvania 
Avenue  N\V..  Washington.  DCi  20004 
(entry  from  F  Street  entrance). 

STATUS:  Open. 

MATTERS  TO  BE  CONSIDERED:  I’lie 
(iommi.ssion  will  hear  oral  argument  in 
the  matter  Sacrtitaiy  ol  Lihorw  Bio 
Bidoa.  Inc.,  Doc:ket  Nos.  LAKE  2009- 
377.  et  al.  (Issues  include  whether  the 
Administrative  Law  lodge  erred  in 
d(4ermining  that  certain  orders  were 
“significant  and  snhstantial"  and  due  to 
the  operator's  “nnwarrantahle  failure  to 
comjily."). 

Any  |)er.son  attending  this  oral 
argument  who  reciuires  special 
acce.ssihility  featnnis  and/or  auxiliary 
aids,  such  as  sign  language  inter|)r(!t(;rs. 
must  inform  the  Commission  in  advance 
of  those  needs.  Suhjecl  to  29  CFR 
2700.1. '10(a)(3)  and  2700.100(d). 

CONTACT  PERSON  FOR  MORE  INFORMATION: 
lean  Ellen  (202)  434-99.'')0/(202)  708- 
9300  for  TDD  Relav/1 -800-877-8339 
for  toll  fnu:. 

Fiiiegeiif;  |ohiisoii. 

Adniinislnitivf!  Assistaitt. 

II'K  Dix;.  2(n;{-ll2!l74  I'ilix!  2-(i-i:);  11:1.">  Mini 
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FEDERAL  RESERVE  SYSTEM 

Notice  of  Proposals  To  Engage  in  or 
To  Acquire  Companies  Engaged  in 
Permissible  Nonbanking  Activities 

The  companies  listed  in  this  notice 
have  giv'en  notice  under  .section  4  of  the 
Bank  Molding  Company  At:t  (12  II..S.C. 
1843)  (BH('  Act)  and  Regulation  Y,  (12 
CFR  part  22.'j)  to  engage  dc  novo,  or  to 
acquire  or  control  voting  securities  or 
assets  of  a  company,  including  the 
companies  listed  helow,  that  engages 
either  directly  or  through  a  .suhsidiary  or 
other  conijiany,  in  a  nonbanking  activity 
that  is  li.sted  in  §22.'j.28  of  Regulation  Y 
(12  (iFR  22.1.28)  or  that  the  Board  has 
determined  by  Order  to  he  closelv 
related  to  hanking  and  permi.ssihle  for 
hank  holding  companies.  IJidess 
otherwi.se  noted,  these  activities  will  he 
conducted  throughout  the  United  .Stales. 

Each  notice  is  available  for  in.s])ection 
at  the  Federal  Re.serve  Bank  indicated. 
The  notice  also  will  he  available  for 
ins])ection  at  the  offices  of  the  Board  of 
(Governors.  Interested  per.sons  mav 


express  their  views  in  writing  on  the 
(piestion  whether  the  proposal  comjilies 
with  the  .standards  of  sei:tion  4  of  the 
BMC  Act. 

Unless  otherwise  noted,  comments 
regarding  the  applications  must  be 
received  at  the  Re.serve  Bank  indicated 
or  the  offices  of  the  Board  of  (Jovernors 
not  later  than  March  (i.  2013. 

A.  Federal  Reserve  Bank  of  San 
Francisco  (Kenneth  Binning,  Vice 
Fresident,  Ai)])lications  and 
Enforcement),  101  Market  Stniet.San 
Francisco,  (California  94101-1179: 

I.  Western  Alliance  Bancorporation, 
Fhoenix.  Arizona;  to  ac(|uire  100 
percent  of  the  voting  shares  of 
(Centennial  Bank,  Fountain  Valiev. 
California,  and  thereby  engage  in 
o])erating  a  savings  a.ssociation, 
pursuant  to  section  221.28(h)(4)(i). 

Board  ol  (Cox'crnors  of  I  lie;  I'lideral  Reserve 
.System,  l■'l;l)rllary  .1.  2013. 

Margaret  McfCloskiiy  Shanks, 

Ih'puty  Secreldiy  oj  the  Board. 

|I  K  Dec.  2(n;i-()2«(i.'i  Filisl  2-7-i:i:  »:45  ami 
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FEDERAL  TRADE  COMMISSION 

Agency  Information  Collection 
Activities;  Proposed  Collection; 
Comment  Request 

AGENCY:  Federal  Trade  (Connni.ssion. 
ACTION:  Notice. 

SUMMARY:  The  information  collection 
retiiiirements  described  below  will  he 
submitted  to  the  Office  of  Management 
and  Budget  (OMB)  for  review,  as 
retiuired  by  the  Faperwork  Reduction 
Act  (FRA).  The  FT(C  .seeks  public 
comment  on  its  projiosal  to  extend 
through  May  31 , 2018  the  current  OMB 
clearance  for  information  collec:tion 
recpiirements  contained  in  its  (kmtact 
Lens  Rule.  That  clearance  ex|)ire.s  on 
May  31. 2013. 

DATES:  Comments  must  he  received  bv 
A])ril  9.  2013. 

ADDRESSES:  Intm'esled  jiarties  may  file  a 
comment  online  or  on  paper  by 
following  the  in.strnctions  in  the 
R(;(piest  for  Comments  jiart  of  the 
SUPPLEMENTARY  INFORMATION  .section 
helow. 

FOR  FURTHER  INFORMATION  CONTACT: 
Rcitpiests  for  additional  information 
should  be  addre.ssed  to  Alysa  .S, 
Bernstein,  Attorney,  and  Bonnie 
McCregor,  Federal  Trade  Investigator, 
Division  of  Advertising  Fracticos, 
Bureau  of  (Consumer  Frotection,  Federal 
Trade  C.ommission,  800  Fennsylvania 
Avenue  NW.,  Washington,  D(i  20180, 


(202)  328-3289  (Bernstein)  and  (202) 
328-2318  (Mc(jregor). 

SUPPLEMENTARY  INFORMATION: 

Proposed  Information  (Collection 
Activities 

Under  the  Faperwork  Reduction  Act 
(FRA).  44  U.S.C.  3.101-3120,  federal 
agencies  must  gel  OMB  ap|)roval  for 
each  collection  of  information  they 
conduct,  sponsor,  or  recinin;. 

“(Collection  of  information"  means 
agem:y  recpiesls  or  nicjnirements  to 
submit  rejKirts.  keeji  records,  or  ])rovide 
information  to  a  third  parly.  44  U.S.(C. 
3102(3);  1  (CFR  1320.3(c).  As  re(]uired  by 
section  3108(c)(2)(A)  of  the  FRA,  the 
Federal  Trade  (Commission  (FT(C)  is 
providing  this  o])portnnity  for  public 
comment  before  recpiesling  that  OMB 
extend  the  existing  FRA  clearance  for 
the  information  collection  requirements 
a,s.soc;iated  with  the  Goinmi.ssion's 
(Contact  Lens  Rule  (Rule),  18  (CFR  Fart 
311  (OMB  Control  Nnmher  3084-0127). 

The  FTC  invites  comments  on:  (1) 
Whether  the  projiosed  collection  of 
information  is  necessary  for  the  ])roper 
performance  of  the  functions  of  llu; 
agency,  including  wh(;ther  the 
information  will  have  jnactical  ntility; 

(2)  the  accuracy  of  the  agency’s  estimate 
of  the  burden  of  the  pro])o.sed  collection 
of  information,  including  the  validity  of 
the  uMithodology  and  assumptions  ii.sed; 

(3)  ways  to  enhance  the  (jualitv,  utility, 
and  clarity  of  the  information  to  be 
collected;  and  (4)  ways  to  minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond.  All 
c:ommenls  must  ht;  received  on  or  before 
April  9,  2013. 

The  Rule  was  ])romulgated  by  the  FTCC 
pursuant  to  the  Fairness  to  (Contact  Lens 
(Consumers  Act  (FCLCA).  Fuhlic  Law 
108-184  (Dec.  8,  2003),  which  was 
enacted  to  enable  consumers  to 
purchase  contac:t  lenses  from  the  seller 
of  their  choice.  The  Rule  became 
effective  on  August  2,  2004.  As 
mandated  by  the  F(CL(CA,  the  Rule 
re(|uires  the  release  and  verification  of 
contact  lens  prescrijitions  and  contains 
nicordkeeping  recjuirements  ai)])lying  to 
both  ])rescril)ers  and  sellers  of  contact 
len.ses. 

.Specific:ally,  the  Rule  retiuires  that 
priLScribers  jirovide  a  cojiy  of  the 
prescription  to  the  consumer  iqKm  the 
completion  of  a  contact  lens  fitting  and 
verifv  or  provide  jirescriptions  to 
authorized  third  jiarties.  The  Rule  also 
mandates  that  a  contact  lens  seller  may 
sell  contact  lenses  oidv  in  accordance 
with  a  prescri])lion  that  the  seller  either: 
(a)  Has  received  from  the  jiatient  or 
prescriher;  or  (h)  has  verified  through 
direct  communication  with  the 
prescriher.  In  addition,  the  Rule 
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iin]){)ses  recordkeeping  recjiiinnnents  on 
contact  lens  ]3rescrih(!rs  and  sellers.  For 
example,  the  Ride  reijuires  prescrihers 
to  docnment  in  their  patients’  records 
the  medical  reasons  lor  setting  a  contact 
lens  pre.scription  expiration  date  of  less 
than  one  year.  The  Ride  re{|nires  contact 
lens  sellers  to  maintain  records  for  three 
years  of  all  direct  communications 
involved  in  obtaining  vinification  of  a 
c.ontact  lens  jirijscrijition.  as  well  as 
])rescri])tions,  or  cojiies  thereof,  which 
they  receive  directly  from  cn.stomers  or 
pre.scrihers. 

The  information  retained  under  the 
Ride’s  recordkeeping  requirements  is 
used  by  the  C-ommission  to  substantiate 
compliance  with  the  Rule  and  may  also 
provide  a  basis  for  the  Commission  to 
liring  an  enforcement  action.  Without 
the  reipiired  records,  it  would  he 
difficult  either  to  ensure  that  entities  are 
complying  with  the  Ride’s  requirements 
or  to  bring  enforcement  actions  based  on 
violations  of  the  Rule. 

Burden  Statement 

Commission  .staff  e.stimates  the 
|)ap(!rwork  burden  of  the  FfiLCA  and 
Ride  ha.sed  on  its  knowledge  of,  and 
information  from,  the  eye  care  industry. 
Staff  believes  there  will  he  some  hnrdim 
on  individual  prescrihers  to  provide 
contact  lens  ])rescri])tions,  although  it 
involves  merely  writing  a  few  itimis  of 
information  onto  a  slip  of  paper  and 
handing  it  to  the  jiatient,  or  perhajis 
mailing  or  faxing  it  to  a  third  party.  In 
addition,  there  will  he  .some 
recordkeeping  burden  on  contact  lens 
.seller.s — including  retaining 
prescri])tions  or  records  of  “direct 
communications” — jiertaining  to  each 
sale  of  contact  lenses  to  consumers  who 
received  their  original  pre.scription  from 
a  third  party  jirescriher. 

No  substantive  provisions  in  the  Ride 
have  been  amended  or  changed  since 
.staffs  prior  submission  to  OMB.'  Thus, 
the  Ride’s  di.sclo.sure  and  recordkeeping 
requirements  remain  the  same. 

Estimaied  total  annual  honrs  hiirdan: 
1,770,188  honrs. 

Ba.sed  upon  staff  knowledge  of  the 
industrv,  this  figure  is  derived  by 
adding  833,333  disclosure  hours  for 
contact  lens  ])rescril)er.s  to  1,138,833 
recordkeeping  hours  for  contact  lens 
sellers,  for  a  combined  industrv  total  of 
1,770,18()  honrs.  This  is  higher  than  the 
e.stimates  jjreviously  snhmitted  to  OMB 
(the  similar  figure  was  8.10. 000  hours  in 
2009);  and  is  due  to  both  an  increase  in 
the  estimated  nnmher  of  contact  lens 
wearers  from  34  million  (2008)  to  38 


'  llu!  iiiosl  nHXMitly  .suhinittod 
IhriM!  yiiiirs  ago.  75  I'K  l!)(i47  (.Apr.  l.S.  21)10)  and 
74  I'R  (i«427  (Dot;.  24.  200!)). 


million  (2012)  and  staff’s  belief  that  the 
])ercentage  of  sales  in  the  industry  that 
re(]uire  obtaining  or  verifying  a 
jiresciiption  is  currently  Idgher  than 
what  was  previously  estimated. 

As  noted  above,  the  numher  of  contact 
lens  wearei's  in  the  United  .States  is 
estimated  to  he  ap])roximatelv  38 
million.^  Therefoi'e,  assuming  an  animal 
cmitact  lens  exam  for  each  contact  lens 
wearer,  appioximately  38  million 
people  would  receive  a  copy  of  their 
juescription  each  year  under  the  Rule. 

At  an  estimated  one  minute  per 
])rescri])tion.  the  annual  time  spent  hv 
prescril)er.s  comjilying  with  the 
disclosure  reiiidrement  would  he 
833,333  honrs.  |(38  million  x  1  minute)/ 
80  mi)uite.s  =  833,333.3  honrsl 

As  required  by  the  FCLCA.  the  Rule 
also  impo.ses  two  recordkee])ing 
requirements.  Fir.st,  jire.scrihers  must 
document  the  specific  medical  reasons 
for  setting  a  contact  lens  jirescription 
expiration  date  shorter  than  the  one  year 
minimum  e.stahlished  by  the  FUL(]A. 
rids  hni'den  is  likely  to  he  idl  hecau.se 
the  reipiirement  applies  onlv  i)i  ca.ses 
when  the  pre.scriher  invokes  the  medical 
judgment  exception,  which  is  expected 
to  occur  infreipiently,  and  prescrihers 
are  likely  to  record  this  information  in 
the  ordinarv  conr.se  of  business  as  part 
of  their  patients’  medical  lecoiils.  The 
OMB  regulation  that  inqilements  the 
BRA  defines  “burden”  to  exclude  any 
effoi  t  that  would  he  expended 
regai'dle.ss  of  a  legidatorv  l  equirenient.  .1 
OFR  132().3(B)(3)(2). 

Second,  the  Rule  re(|uire.s  contact  lens 
sellei’s  to  maintain  certain  documents 
relating  to  contact  lens  sales.  As  noted 
above,  a  seller  may  sell  contact  lenses 
only  in  accoi’dance  with  a  ])re.scription 
that  the  seller  either  (a)  has  received 
from  the  jiatient  or  prescriher,  or  (b)  has 
verified  through  direct  communication 
with  the  pre.scriher.  Tlie  FOLOA  requires 
sellers  to  retain  pre.scri])tion.s  and 
records  of  communications  with 
prescrihers  relating  to  prescription 
verification  for  three  vears. 

Staff  believes  that  the  burden  of 
complying  with  this  requirement  is  low. 
Seller.s  who  seek  verification  of  contact 
lens  ])re.sc!iptions  must  retain  one  or 
two  records  for  each  contact  lens  sale: 
Either  the  relevant  jire.scrijition  it.self,  or 
the  verification  request  and  any 
respon.se  from  the  jirescrihe)'.  Staff 
estimates  that  such  recordkeeping  will 
entail  a  maximum  of  five  minutes  per 
sale,  including  time  spent  prejiaring  a 
file  and  actually  filing  the  lecord(s). 


^  See  )ason  ).  Nicliols.  Annual  Kuporl:  Contact 
l.on.sc.s  21)12,  Contact  l,(!ns  .Spiictrum.  )an.  21)0.  at 
24. 


— 

Accoi'ding  to  recent  survey  data, 
approximately  3.1.9%  of  consumers  who 
])urcha.se  contacts  lenses  purchase  those 
lenses  from  a  source  other  than  the 
doctor  who  originally  wiote  the 
prescription. '  This  means  that 
a]iproximately  1 3, 842. ()()()  consumers — 
3.1.9%  of  the  38  million  contact  lens 
wearei's  in  the  United  State.s — jmrehase 
their  lenses  from  sellers  other  than  the 
doctor  who  originally  wrote  their 
jae.scription. 

7\t  an  estimated  five  minutes  per  .sale 
to  each  of  13.842  million  consumers, 
contact  lens  .sellers  will  spend  a  total  of 
1,138,833  burden  hours  complying  with 
the  recordkeeping  lequirement.  |(1 3.842 
million  x  .1  miniites)/8()  minutes  = 

1.138.833.3  hoursi  This  estimate  likely 
overstates  the  actual  burden,  however, 
hecau.se  it  includes  the  time  sjient  hv 
sellers  who  already  keejj  records 
pertaining  to  contact  lens  .sales  in  the 
ordinary  cour.se  of  hiisine.ss.  In  addition, 
the  estimate  may  overstate  the  time 
spent  by  sellers  to  the  extent  that 
I’ecords  (e.g..  verification  requests)  are 
generated  and  stored  automatically  and 
electronically,  which  staff  understands 
is  the  case  for  some  larger  online  sellers. 

Estimated  labor  costs:  .$48,802,001) 
(I'onnded  to  the  neaie.st  thousand). 

Uommission  staff  derived  labor  costs 
by  a|)plyi)ig  a|)j)i'opriate  hourly  cost 
figures  to  the  Inirden  hoins  described 
above.  Staff  estimates,  based  o!i 
information  from  the  industiy,  that 
optometrists  account  for  approximately 
8.1%  of  prescrihers.  (xmseqnently.  for 
simplicitv,  staff  will  focus  on  their 
average  hourly  wage  in  estimating 
prescrihers’  labor  cost  burden. 

Accoi'ding  to  Bureau  of  Labor 
Stati.stics  from  May  2011,  salaried 
optometrists  earn  an  average  wage  of 
.$.11.79  per  hour  and  general  office 
clei'ks  earn  an  average  of  $13.90  per 
hour.'* 

With  these  categories  of  personnel, 
respectively,  likely  to  perform  tlie  brunt 
of  the  disclosure  (for  optometrists)  and 
recordkeeping  (for  office  clerks)  asjiects 
of  the  Rule,  estimated  total  labor  cost 
attributable  to  the  Rule  would  he 
apjiroximately  .$48.8  million.  |($.11.79  x 

833.333.3  hours)  +  ($13.‘)0  x  1,138.833.3 
honrs)  =  .$48.8()2,314| 

The  contact  lens  market  is  a 
nudtihillion  dollar  market:  one  recent 


'.Sec  VisionWalcli,  I'lu;  Vi.sioii  Council.  Conliicl 
l.un.su.s,  )  ly\-C  (March  2012)  (Ru.sciarch  R(!|)ort); 
Vi.sionWatcli.  lliu  Vi.sion  Council.  Contact  l.inisos. 

1 1 A-C  (.Supl.  2012)  (Rusuarch  Ri!p(trl).  Tlu!  avora^o 
ol  till!  rif>uri!.s  given  lor  each  six-month  period  is 
a.'i.O'Ni. 

'  I’re.ss  Release.  Itureau  ot  l.ahor  .Statistics.  United 
.Stales  Ueparlment  of  Lahor.  Occupational 
Hiuplovment  and  Wages — .Mav  2011. 1’ahle  1 
(March  27.  2012).  in  oi'/n/i/e  at  hllf>://\\  \viv.l)ls.in)\7 
nfws.inliHisn/ocmigv.hlni. 
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survey  estimates  that  contact  lens  sales 
totaled  S4.()2rj.ri()0,()()()  at  the  retail  level 
Ixitween  September  2011  ami  Seplemher 
201 2.^’  Thus,  the  total  labor  cost  hin'chai 
estimate  ot  .S48.(i  million  represents 
a|)pro\imatelv  1.2%  of  the  overall 
market. 

IHsHmatcd  (inniuil  non-labor  cost 
harden:  St)  or  minimal. 

Staff  believes  that  the  Rule's 
disclosure  and  recordke(!])ing 
rcupiirements  im])ose  negligible  capital 
or  other  non-labor  co.sts.  as  the  affected 
enfitiiis  are  likely  to  have  the  necessary 
snpj)lies  and/or  ecinipment  alnxuly  (e.g.. 
j)re.scription  |)ads.  patients’  medical 
charts,  facsimile  machines  and  pa])er, 
telephones,  and  recordkeeping  facilities 
such  as  fding  cabinets  or  other  storage). 

Keijiiest  for  (Comments 

Yon  can  file  a  comment  online  or  on 
papiM'.  Write  “Contact  Lens  Rule:  F  TC 
File  No.  l’t)54.')1t)"  on  yonr  comment. 
Your  comment  B  including  yonr  name 
and  vonr  state  B  will  h(!  placed  on  the 
public  record  of  this  proceeding, 
including,  to  the  extent  practicable,  on 
the  public  Commission  \Yeh  site,  at 
l}tli)://\\'\v\\'.ft(:.<’ov/os/ 
pnhiicconnnants.shtin.  As  a  matter  of 
di.scretion.  the  Commission  tries  to 
nnnove  iiulividnals’  home!  contact 
information  from  comments  before 
placing  them  on  the  (ionnni.ssion  Web 
site. 

Because  vonr  comment  will  he  made 
j)nl)lic.  yon  are  .solely  responsible  for 
making  sure  that  vonr  comment  do(!s 
not  include  any  sensitive  personal 
information,  like  anvoiKj's  Social 
Security  nnmher.  date  of  birth,  driver’s 
license  nnmher  or  other  .state 
idcmtification  nnmher  or  foreign  country 
eipiivalent.  passport  nnmher.  financial 
account  nnmher.  or  credit  or  debit  card 
nnmher.  Yon  are  also  sohdy  responsible 
for  making  sun;  that  yonr  comment  does 
not  include  any  sensitive  health 
information,  like  jnedical  records  or 
other  individually  identifiable  health 
information.  In  addition,  do  not  include 
any  “Itlrade  secret  or  any  commercial  or 
financial  information  which  is  *  *  * 
privileged  or  confidential.”  as  discn.ssed 
in  Section  8(1]  of  the  ITf]  Act.  l.'j  ll.S.fk 
48(11.  and  FTC  Rule  4.1()(a)(2).  18  CFR 
4.1()(a)(2).  In  particular,  do  not  include 
competitively  sensitive  information 
such  as  costs,  .saU*s  statistics, 
inventories,  formnlas,  ])atterns,  dcwices. 
mannfactnring  proce.ss(!s.  or  customer 
naiiKis. 

If  von  want  the  ('-ommission  to  give 
yonr  comment  confidential  tnnitment, 

'’TIk!  Vision  (Council.  Oonsumtir  IliiromoliJr.  2 
(.S<!|)l.  2(112)  (K<!S(!iir(;li  Ktrporl).  Tlu!  niiiiki!!  iniiv.  in 
liict.  Im!  Iar<>(!r:  this  niiinhor  (io(!s  not  include  (iollars 
spiiiil  by  consinnoi's  17  voars  ora}>i!  and  voun^or. 


yon  must  file  it  in  pa])er  form,  with  a 
retinest  for  confidential  treatment,  and 
yon  have  to  follow  the  in'ocednre 
explained  in  IH’C  Rule  4.‘)(c),  18  C.FR 
4.5)(c).  Yonr  comment  will  he  kept 
confidential  only  if  the  FTC.  Ceneral 
C.onnsel,  in  his  or  her  sole  di.scretion, 
grants  vonr  nupiest  in  accordance  with 
the  law  and  the  imhlic  interest. 

Postal  mail  addressed  to  the 
(kmnnission  is  subject  to  delay  due  to 
heightened  .security  screening.  As  a 
result,  the  (Commission  encourages  yon 
to  submit  yonr  comments  online.  To 
make  sure  that  the  (Commission 
considers  yonr  online  comment,  yon 
must  file  it  at  https:// 
ftcpnhlic.connnent  works. coin/ ftc/ 
contactensralepra,  by  following  the 
instructions  on  the  weh-hased  form.  If 
this  Notice  a])pear.s  at  http:// 

WWW. rc<>nlat ions. >>ov,  yon  also  may  file 
a  comment  through  that  Web  site. 

If  you  file  yonr  comment  on  pa])er, 
write  “(Contact  Lens  Rule:  FT(C  File  No. 
BO.'id.'ilO”  on  yonr  comment  and  on  the 
envelope,  and  mall  or  deliver  it  to  the 
following  addr(!.ss:  luuleral  Trade; 
(Commission.  Office  of  the  .Secr(;tary. 
Room  H-113  (Annex  |),  8{)() 
Pennsylvania  Avenue  NW..  Washington, 
IKC  2().')8().  If  possihh;,  submit  vonr 
paper  comm(;nt  to  tin;  (Commission  hv 
conri(;r  or  ov(;rnight  .service. 

Visit  the  (Commission  Wei)  site  at 
http://www.ftc.gov  \o  read  this  Notice. 
The  FTC.  Act  and  other  laws  that  the 
(Commission  administers  ])(;rmit  the 
colh;ction  of  public  comments  to 
consider  and  use  in  this  proc(;eding  as 
approjn  iate.  I’he  (Commi.ssion  will 
con.sid(;r  all  timely  and  re.s))on.sive 
])nl)lic  comments  that  it  r(;ceives  on  or 
before  Ajnil  9,  2013.  Yon  can  find  more 
information,  including  routine  uses 
permitted  by  the  Privacy  Act,  in  the 
(Commission’s  privacy  policy,  at  http:// 
WWW.  ftc. gov/ f'tc/ privacy. ht  in. 

(Christian  S.  White, 

Acting  General  Gannsel. 

|^’K  Doc.  2(n:M)2«23  Filed  2-7-13;  ami 
BILLING  CODE  6750-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Delegation  of  Authorities 

Notice  is  h(;rehy  given  that  1  have 
delegated  to  the  Administrator,  (Centers 
for  Medicare  it  Mcidicaid  .Services 
((CM.S),  with  authority  to  re-delegate,  the 
authority  vested  in  the  Secnitary  of  the 
nepartment  of  Health  and  Unman 
.Services  under  .Siiction  1128(C(a)(2)  of 
the  Social  .Security  Act  (the  Act)  (42 
IJ..S.(C.  132()a-7c(a)(2)),  as  amended,  to 


consult  with  and  arrange  for  the  sharing 
of  data  with  representatives  of  health 
plans  pertaining  to  the  Health  (Care 
Fraud  and  Abuse  (Control  Program 
created  by  .Section  201  (a)  of  the  Health 
Insurance  Portability  and 
Acconntahilitv  Act  of  l‘)t)8  (.Section 
T128(C  of  the  Act;  42  IJ..S.(C.  1320a-7c), 
as  amended. 

This  delegation  excludes  any 
authorities  |)revion.sly  assigned  or 
dehigated  to  the  Office  of  Inspector 
(Ceneral  under  .Section  1128(C  (42  IJ..S.(C. 
1320a-7c)  of  the  Act. 

I  h(!rehy  affirm  and  ratify  any  actions 
lak(;n  by  the  Administrator,  CCM.S,  or 
other  (CM.S  officials,  which  involve  the 
exerci.se  of  this  authority  jn  ior  to  the 
effective  date  of  this  delegation. 

This  delegation  of  anthoritv  is 
(iffective  upon  date  of  signature. 

Aulliority:  44  11..S.C.  3101. 

l)iit(;(l:  Feliniarv  4.  2013. 

Kiitlil(;(;n  S(;h(;lius, 

Secretary. 

|FR  Doc.  2(n;i-{)2!l(H)  Filed  2-7-13:  K:4.1  iim| 
BILLING  CODE  4150-03-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Committee  on  Vital  and  Health 
Statistics:  Meeting 

Pnrsnant  to  the  Federal  Advisory 
(Commitl(;e  Act.  the  Department  of 
Health  and  Unman  Services  (IIHS) 
annonnc(;.s  the  following  advisory 
committee  meeting. 

.Vfmie;  National  (Coiinnillee  on  Vital  and 
Healtli  .Statistics  {N(CVil.S).  Full  (Coininiltee 
M{;eling. 

'I'iine  and  Date:  l'’(;l)ruary  28.  2013.  0:00 
a. 111.-2:4.3  ]).ni.  FST.  Marcli  1.  2013.  0:00 
a.in .-11:30  a. in.  E.ST. 

Place:  LI..S.  D(;])artni(;nt  of  Ilealtli  and 
1  Inman  .Services,  llnhert  11.  llinnphrev 
Building.  Rni.  70.3-A.  200  Independence 
Avmiue  .S\Y..  Washington,  IXC  20201. 

Status:  Ojien. 

Pnrpose:  A\  this  meeting  tlu;  (Committee 
will  hear  presentations  and  hold  discussions 
on  several  health  data  policy  tojiics.  On  the 
morning  of  the  first  day.  the  (Committcu;  will 
h(;ar  updat(;.s  from  tin;  Diiiiartimmt  (IllhS),  the 
(Centers  for  Medicare  and  Medicaid  .Services 
{(CM.S),  tlu;  Office  of  the  National  (Coordinator 
(()N(C).  and  the  Office  of  (Civil  Rights  (0(CR). 
The  (Committei;  will  consi(h;r  iilans  for  2013 
activities  and  hear  from  newly  ajipointed 
(Committee  members  as  |)art  of  the  overview. 
In  pre|)aralion  for  2013  the  (Coinmitlee  will 
discuss  how  to  maintain  the  dvnainics  of 
working  across  .Snheommittees.  as  well  as 
how  to  continue  develo|)nient  of  its  key 
thenu;s. 

In  the  afternoon.  .Suheommittee  (Co-chairs 
will  brief  the  (Committee  on  ]dans  for  a 
hearing  organized  hv  the  Population  Health 
.Suheommittee  to  exjilore  as])(;cts  of  the 
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{lomiminity  as  a  Laarniiif’  Ilaallli  .Syslian. 
(loniinillcii!  inoiiilxirs  will  tionsidar  wavs  lo 
iniplanKM)!  compoiujiils  of  Ilia  grapliic  on  ilia 
Inriuaiicas  on  ilia  l’o])iilalion's  llaallli.  in  Ilia 
.Sliaiiing  a  1  laallli  .Slalislias  Vision  for  Ilia 
21  si  (ianliiry  rajiorl.  'I'lia  (io-cliairs  for  ilia 
Privacy,  (ionfidanlialily  and  .Saciirily 
.Siiliconiinillaa  will  hriaf  Ilia  (loinniillaa  alioiil 
an  iipconiing  liaarinj’  lo  olilain  in])iil  alioni 
iniplaniaiilin”  liaallli  dala  slawardship.  and 
ilia  .Slandards  and  Qiialily  .Sniiconiinillaas 
will  also  ])rovida  uiidalas  on  |)lans  and 
aclivilias. 

On  ilia  inornina  of  Ilia  sacond  dav.  Ilia 
(ioininillaa  will  continiia  lo  discuss  wa\'s  lo 
proniola  ali{>mnanl  lliroiiglioiil  Ilia 
Ooininillaa  lo  anhanc:a  ils  affaclivanass.  focais 
on  its  llianias.  and  iililiza  axiiarlisa  of  Ilia 
NCiVlKS  Workiii”  (iroiiji  on  lllKS  IJala  Accass 
and  lisa.  Onca  Ilia  full  (ioniinillaa  adjourns. 
Iha  NCVIIS’s  fVorking  Groii])  on  lllKS  Dala 
Accass  and  Usa  will  coiivana  lo  discuss  basl 
pracdicas  and  suggaslions  lo  furtliar  Ilia 
dissaniinalion  and  usa  of  oiian  HI  IS  dala.  and 
suinniariza  fulura  plans  of  lha  Working 
Groii)).  lAirlliar  infornialion  will  lia  inovidad 
on  Ilia  NfiVll.S  Wall  sila  al  htlp:// 
www.nrvhs.lihs.^ov/. 

'I'lia  liinas  shown  ahova  ara  for  lha  full 
(ioniniillaa  niaaling.  .Siihcoinniillaa  hraakoiil 
sassions  ara  scliadulad  for  lala  in  lha 
aflarnooii  on  lha  firsi  day.  Agandas  for  lliasa 
hraakoul  sassions  will  ha  poslad  on  lha 
NOVI  IS  Wall  sila  (I  IKL  halow)  whan 
availahla. 

Cnntacl  Pinson  for  Morn  In  formation: 
.Siihslanliva  |)rograin  infornialion  as  wall  as 
siininiarias  of  niaalings  and  a  roslar  of 
coniiuillaa  nianihars  inav  ha  ohlaiiiad  from 
Marjoria  .S.  (iraanharg.  Exaciiliva  Sacralary. 
NfiVllS.  National  Oantar  for  llaallli  .Slatislics. 
Oantars  for  Disaasa  (ionirol  and  Pravaiilion. 
:i:il  1  Tolado  Road.  Room  2402.  1  lyatlsvilla. 
Maryland  20782.  talaiihona  (30 1 )  4.a8-4245. 
Information  also  is  availahla  on  Ilia  NCiVlkS 
honia  pagaof  lha  HI  IS  Wah  sila:  http:// 
n  ww. ncvhs.hhs.gov/.  wliara  furtliar 
infornialion  including  an  aganda  will  ha 
|)oslad  whan  availahla. 

Should  you  raquira  raasonahla 
accommodation,  jilaasa  contact  lha  CDO, 
Offica  of  Ecjiial  Em))loymanl  0))porlunity  on 
(301)  4.tH-4EE()  (4330)  as  soon  as  |)ossihla. 

Dalad:  )anuary  31. 2013. 
lamas  Scanlon. 

Dcpntv  Assistant  Sacratarv  for  Planning  and 
Pvidnation.  Officii  of  the  Assistant  Siicrntarv 
for  Planning  and  Evaluation. 

|f'K  Doc.  2()i:i-02«:i()  filad  2-7-13:  8:45  anil 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Centers  for  Medicare  &  Medicaid 
Services 

[Document  Identifier:  CMS-10419] 

Agency  Information  Collection 
Activities:  Proposed  Collection; 
Comment  Request 

AGENCY:  (ionters  for  Medicare  ft 
Medicaid  Services.  HHS. 

In  compliance  with  the  requirement 
of  section  35()(i(c)(2)(A)  of  the 
Paperwork  Rtidiiclitm  Act  of  1095.  the 
Centers  for  Medicare  ft  Medictiid 
Services  (CMS)  is  publishing  the 
following  summary  of  jtroposed 
collections  for  jnihlic  comment. 
Interested  persons  are  invited  to  .send 
comments  regarding  this  burden 
e.stimate  or  any  other  aspect  of  this 
collection  of  information,  including  any 
of  the  following  subjects:  (1)  The 
neces.sity  and  utility  of  the  pro]K)sed 
information  collection  for  the  proper 
jierformance  of  the  agency’s  functions; 

(2)  the  accuraev  of  the  e.stimated 
burden;  (.3)  ways  to  enhance  the  (piality. 
utility,  and  clarity  of  the  information  to 
he  collected;  and  (4)  the  n.se  of 
ciiitomated  collection  teclmitpies  or 
other  forms  of  information  technologv  to 
minimize  the  information  collection 
burden. 

1.  Typo  of  InfoniKilion  (folinclion 
Ihiiiiiasl:  New  collection  (retpiest  fora 
new  OMb  control  number).  Titio  of 
InfoniKition  (Jolloction:  Tran.s])arency 
Reports  and  Reporting  of  Physician 
Ownership  or  Inve.stment  Interests.  IJso: 
Reports  of  Payments  or  Other  Tnmsfers 
of  Value  to  Covered  Recipients. 

Section  403.904  retpiires  direct  and 
indirect  payments  or  other  transfers  of 
value  provided  by  an  ajtjtlicahle 
manufacturer  to  a  covered  recijtient.  and 
that  direct  and  indirect  ])ayments  or 
other  transfers  of  value  jirovided  to  a 
third  party  at  the  recpiest  of  (or 
designated  by)  the  ajtplicable 
manufacturer  on  hehiilf  of  a  covered 
recijtient.  be  reported  by  the  ajijtlicable 
manufacturer  to  CMS  on  an  annual 
basis. 

Reports  of  Physician  Ownership  and 
Investment  Interests 

Under  §403. 900.  each  applicable 
manufacturer  and  ajiplicable  groiij) 
purchasing  organization  must  re])ort  to 
C.MS  on  an  annual  basis  all  ownershi}) 
and  investment  interests  in  the 
iipplicahle  manulacturer  or  a])plicahle 
groii})  purchasing  organization  that  were 
lield  by  a  ])hysician  or  an  immediate 
familv  member  of  a  physician  during 
the  preceding  calendar  year. 


Data  Collection 

The  diita  templates  will  provide 
detailed  information  about  the  data  to 
he  collected  including  the  data  element 
name,  format,  allowable  values, 
retpiired  versus  o|)tional  fields,  and 
other  cis.sociated  rules  intended  to  aid 
the  applicable  manufacturers  and 
a])plicable  group  purchasing 
organizations  tis  they  prep.ire  for  and 
particijiate  in  data  collection. 

Apjilicahle  manufacturers  and 
applicable  CPUs  will  engage  in  data 
collection  external  to  CMS  within  their 
own  systems  or  tracking  tools.  If  we 
inleml  lo  make  changes  to  the  data 
teiujilates.  we  will  provide  them  at  least 
90  days  prior  to  first  day  of  data 
collection  for  the  next  rejtorting  vear.  In 
providing  revised  templates,  we  will 
also  comply  with  the  requirements  of 
the  Paperwork  Reduction  Act  to  seek 
public  comments  on  the  pro])osed 
changes  to  the  information  collections, 
as  retiiiired  by  law.  This  will  allow 
applicable  maiuifactnrers  and 
appliciible  CPOs  to  make  any  necessary 
clianges  to  prepare  for  the  next  reporting 
year.  This  is  the  same  time  as  the  diile 
by  which  we  will  jniblish  the  li.st  of 
teaching  hospitals. 

Data  Submission  Procedures  for 
Pilectronic  Submission  of  Reports 

Section  403.908  re(|uire.s  that  reports 
must  he  electroniccilly  submitted  to 
CMS  by  March  31.  2014,  and  by  the 
90th  dav  of  each  suhsetjuent  calendar 
year.  For/mVi/mher;  CMS-10401  (OCN 
0938 — New).  Fvoqiwncy:  Annual. 
Affoclod  Public:  Private  Sector  (business 
or  other  for-jirofit  and  not-forqirofit 
institutions).  Number  of  Respondents: 
390,514.  Total  Annual  Responses: 
390,514.  Total  Annual  Hours: 
13,327,005.  (For  policy  que.stions 
regarding  this  collection  contact  Erica 
Bree.se  at  202-200-0079.  For  all  other 
issues  call  410-780-1320.) 

To  obtain  cojties  of  the  supporting 
statement  and  any  related  forms  for  the 
propo.sed  paperwork  collections 
referenced  above,  acce.ss  CMS'  Web  site 
address  at  http://\v\v\v.cms.hhs.gov/ 
PaperworkReductionActofl  HfPj,  or 
Email  your  re(]uest,  including  your 
address,  jthone  luimher,  OMB  nnmber. 
<md  CM.S  dociiment  identifier,  to 
Paper\vork@(:nis. hhs.gov.  or  call  the 
Reports  Clearance  ()Hu:e  on  (410)  780- 
1320. 

In  commenting  on  the  |)ropo.sed 
information  collections  ])lea.se  reference 
the  document  identifier  or  OMB  control 
number.  To  be  assured  consideration, 
comments  and  recommendations  mii.st 
he  submitted  in  one  of  the  following 
ways  by  April  9,  2013; 
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1.  Electnmicallv.  You  may  sul)mit 
your  comimml.s  uluctronically  to  hit}):// 
www.regiildtions.^ov.  Follow  the 
instructions  lor  “Coinmont  or 
Submission’'  or  “Mon;  Search  Options" 
to  lind  the  information  collection 
(locument(s)  accepting  comments. 

2.  Bv  m^uhir  nuiil.  You  may  mail 
written  comments  to  the  following 
address: 

(;M.S.  Office  of  Strategic  Operations 
and  Regulatory  Affairs.  Division  of 
R(;gulations  Development.  Attention: 
Document  Identifier/OMH  Oontrol 
Number  .  Room  ('4-2t)-().'j. 

7.'i()()  Securitv  Boulevard.  Baltimore. 
Maryland  21244-1 830. 

Dated:  I’ehruarv  .3.  2013. 

Marli(|iii;  |(iiii;s. 

D(‘l)iilv  Diivclor.  I{rgii  lot  ions  Dovviopmoni 
droui).  Offico  of  Stralnt^ic  Oporations  and 
liogidatory  A  ffairs. 

II  R  Doc.  2in;i-02*KI.3  Filed  2-7-i;C.  ain| 
BILLING  CODE  41 20-01 -P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

[Docket  No.  FDA-201 2-N-0560] 

Agency  Information  Collection 
Activities;  Submission  for  Office  of 
Management  and  Budget  Review; 
Comment  Request;  Guidance  on 
Informed  Consent  for  In  Vitro 
Diagnostic  Device  Studies  Using 
Leftover  Human  Specimens  That  Are 
Not  Individually  Identifiable 

agency:  Food  and  Drug  Administration, 

nils. 

action:  Notice. 

SUMMARY:  'flu;  Food  and  Drug 
Administration  (FDA)  is  announcing 
that  a  proposed  collection  of 
information  has  been  submitted  to  the 
Office  of  Management  and  Budg(;t 
(OMB)  for  review  and  clearance  under 
the  Paperwork  Reduction  Act  of  1895. 
DATES:  Fax  written  comments  on  the 
collet:tion  of  information  hv  March  11. 
2013. 

ADDRESSES:  To  ensure  that  comments  on 
the  information  collection  an;  received. 


OMB  recommends  that  written 
comments  be  faxed  to  the  Office  of 
Information  and  R(;gulatorv  Affairs, 

OMB.  Attn:  FDA  Desk  Officer.  FAX: 
202-395-7285.  or  emailed  to 
()ir(i_siil)iiiissi()n@onil).(;()i).<>()\'.  A 1 1 
comments  should  he  identified  with  the 
OMB  control  numb(;r  05)10-0582.  Also 
include  the  FDA  dock(;t  numher  found 
in  brackets  in  the  heading  of  this 
document. 

FOR  FURTHER  INFORMATION  CONTACT: 
Daniel  Cnttleson.  Office  of  Iidbrmation 
Management,  F’ood  and  Drug 
Administration.  1350  Piccanl  Dr..  PI50- 
400B,  Rockville.  MD  20850,  301-790- 
5 1 50,  I)(ini(d.GittIoson@f(hi.hhs.<>o\'. 
SUPPLEMENTARY  INFORMATION:  In 
compliance  with  44  II.S.C.  3507,  FDA 
has  .submitted  the  following  proposed 
collection  of  information  to  OMB  for 
review  and  clearanci;. 

(hiidance  on  Informed  (Consent  for  In 
Vitro  Diagnostic  Device  Studies  Using 
Leftover  Human  Specimens  That  Are 
Not  Individually  Identifiable — (OMB 
(Control  Number  0910-0582) — Extension 

FDA’s  investigational  d(;vice 
r(;gulations  are  intended  to  (;ncourage 
the  develo]mi(;nt  of  n(;w.  usi;ful  d(;vices 
in  a  mann(;r  that  is  consistent  with 
l)ublic  h(;alth,  .safety,  and  with  (;thical 
standarils.  Investigators  should  have 
fre{;dom  to  pursue  the  least  hurdensome 
m(;ans  of  accom|)lishing  this  goal. 
However,  to  (;nsur(;  that  tin;  balance  is 
maintained  betw(;en  product 
develojiment  and  the  protection  of 
public  h(;alth,  .safety,  and  ethical 
standards,  FDA  has  (;.stablished  human 
subject  protection  regulations 
addressing  re(pun;ment.s  for  informed 
con.sent  and  institutional  n;view  board 
(IRB)  review  that  ap])ly  to  all  FDA- 
regulated  clinical  investigations 
involving  human  suhj(;ct.s.  In  jjarticular. 
informed  c;onsent  reejuirements  further 
both  safety  and  ethical  considerations 
hy  allowing  potential  subjects  to 
consider  both  the  physical  and  privacy 
risks  they  face  if  they  agr(;e  to 
participate  in  a  trial. 

Under  FDA  r(;gnlation.s,  clinical 
investigations  using  human  s])ecimen.s 
conduct(;d  in  siijiport  of  pniniarket 


suhmi.ssions  to  FDA  are  considered 
human  subjei:t  inv(;.stigation.s  (see  21 
CFR  812. 3(p)).  Many  inv(;.stigational 
device  studies  are  exemjit  from  most 
provisions  of  part  812.  lnv(;.stigational 
i)(;vice  l’;x(;mption.s,  under  21  CF’R 
812.2(c)(3),  but  FDA’s  regulations  for 
the  jn'otection  of  human  subj(;ct.s  (21 
UFR  ])arts  50  and  50)  apply  to  all 
clinical  investigations  that  are  regulated 
bv  FDA  (see  21  UFR  50.1. 21  UF’R 
.50.101. 21  U..S.U.  300j(g)(3)(A).  and  21 
U.S.U.  300j(g)(3)(D)). 

FDA  regulations  do  not  contain 
exceptions  from  the  reciuirements  of 
informed  con.sent  on  the  grounds  that 
the  s])ecimen.s  an;  not  identifiable  or 
that  they  are  remnants  of  human 
s])ecimens  collected  for  routine  clinical 
care  or  analysis  that  would  otherwise 
have  been  discarded.  Nor  do  FDA 
regulations  allow  IRBs  to  decide 
wheth(;r  or  not  to  waix  e  informed 
consent  for  re.search  involving  leftover 
or  unidentifiable  sjjecimens. 

In  a  level  1  guidance  document, 
entitled  "Guidance  on  Informed 
Gonsent  for  In  Vitro  Diagno.stic  Device 
Studies  Using  L(;ftover  Human 
.Specim(;n.s  That  Are  Not  Individuallv 
Identifiable,”  issu(;d  under  the  (iood 
Guidanc(;s  Practices  r(;gulation.  21  Ud‘’R 
10.115,  FDA  outlin(;,s  the  circumstances 
in  which  it  intends  to  exercise 
enforcement  di.si.retion  as  to  the 
inforim;d  consent  regulations  for 
clinical  investigators,  s])on.sor.s,  and 
IRBs. 

The  r(;commendations  of  the  guidance 
impose  a  minimal  burden  on  industry. 
FDA  estimates  that  700  studies  will  be 
affected  annually.  Each  studv  will  result 
in  one  annual  record,  estimated  to  take 
4  hours  to  complete.  This  results  in  a 
total  rec:ordke(;ping  burden  of  2,800 
hours  (700  X  4  =  2,800). 

In  the  Federal  Register  of  June  12, 
2012  (77  FR  34954),  FDA  published  a 
(iO-day  notice  reque.sting  public 
comment  on  the  projjosed  collection  of 
information.  No  comments  wen; 
r(;ceived. 

FDA  (;stimate.s  the  burden  of  this 
coll(;ction  of  information  as  follows: 


Table  1— Estimated  Annual  Recordkeeping  Burden  ^ 


Federal  Food,  Drug,  and  Cosmetic  Act  Section 

Number  of 
recordkeepers 

Number  of 
records  per 
recordkeeper 

Total  annual 
records 

Average 
burden  per 
recordkeeping 

Total  hours 

520(g)  (21  u  s  e.  360j(g))  . 

700 

1 

700 

4 

2,800 

’  There  are  no  capital  costs  or  operating  and  maintenance  costs  associated  with  this  collection  of  information. 
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DalcKl;  l''(!l)niary  4,  2013. 

Laslii!  Kiix, 

Assistdiil  (Ayinniissioiuir  for  Policy. 
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BILLING  CODE  4160-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 
[Docket  No.  FDA-201 2-D-1 083] 

Draft  Guidance  for  Industry  and  Food 
and  Drug  Administration  Staff;  Civil 
Money  Penalties  for  Tobacco  Retailers: 
Responses  to  Frequently  Asked 
Questions;  Availability 

agency:  Food  and  Drug  Administration, 
HHS. 

ACTION:  Notice. 

SUMMARY:  Tile  Food  and  Drug 
Adniini.stration  (FDA)  is  announcing  the 
availability  of  a  draft  guidance  for 
industry  entitled  “(iivil  Money  Fenalties 
for  Tobacco  Retailers:  Res])onses  to 
Fnujnently  Asked  Questions.”  This  draft 
gniclance  provides  responses  to 
(|nestions  FDA  lias  received  regarding 
the  issuance  of  civil  money  iienalties  for 
violations  of  regulations  i.ssued  under 
the  Federal  Food,  Drug,  and  (iosmetic 
Act  (FD8;C  Act)  relating  to  tobacco 
products  in  retail  outlets.  This  draft 
guidance  is  not  final  nor  is  it  in  effect 
at  tins  time. 

DATES:  Altboiigb  von  can  c:omment  on 
any  guidance  at  any  time  (see  21  CFR 
lt).115(g)(.'i)),  to  ensure  that  the  Agency 
considers  your  comment  on  this  draft 
guidance  before  it  begins  work  on  the 
final  version  of  the  guidance,  submit 
either  electronic  or  written  comments 
on  the  draft  by  Ajiril  9,  2013. 

ADDRESSES:  Submit  written  recpiests  for 
single  copies  of  the  guidance  entitled 
“Civil  Money  Fenalties  for  Tobacco 
Retailers:  Responses  to  Freipientlv 
Asked  Questions”  to  the  Center  for 
Tobacco  Products,  Food  and  Drug 
Administration,  9200  Corjiorate  Blvd., 
Rockville,  MD  208.'j0-322t).  Send  one 
self-addressed  adhesive  label  to  assist 
that  office  in  ])roce.ssing  vonr  reipiest  or 
include  a  fax  number  to  which  the 
guidance  docnment  may  be  sent.  See  the 
SUPPLEMENTARY  INFORMATION  section  for 
electronic  access  to  the  guidance 
document. 

.Submit  electronic  comments  on  the 
guidance  to  http:/ / www.vooulat ions. "ov. 
.Submit  written  comments  to  the 
Division  of  Doc:kets  Management  (Hb’A- 
303).  Food  and  Drug  Administration, 
3030  Fi.sbers  Lane,  rm.  1001,  Rockville, 
MD  20832. 


FOR  FURTHER  INFORMATION  CONTACT: 

C(;rie  Vo.ss,  (kmter  for  'Fobacco 
Products,  F’ood  and  Drug 
Administration,  t)200  Corporate  Blvd., 
Rockville,  MD  20830.  1-877-287-1 373, 
oori(\voss@f(i(i.hhs.^ov. 

SUPPLEMENTARY  INFORMATION: 

I.  Background 

This  draft  guidance  ])rovid(!s 
respon.ses  to  (jnestions  FDA  has 
received  regarding  the  i.ssuance  of  civil 
money  penalties  for  violations  of 
regulations  issued  under  the  l'’D8cC  Act 
relating  to  tobacco  ])roducts  in  retail 
outlets.  In  this  draft  guidance,  FDA 
j)rovides  resjjouses  to  (piestions  relating 
to  civil  money  penalties  for  violations  of 
the  requirement  that  tobacco  products 
may  not  be  sold  or  di.stributed  in 
violation  of  FDA’s  “Regulations 
Restricting  the  Sale  and  Distribution  of 
Cigarettes  and  .Smokeless  Tobacc:o  to 
Protect  Children  and  Adole.scents”  (73 
FR  13223,  March  19,  2010,  codified  at 
21  CFR  part  1140).  This  draft  guidance 
also  provides  additional  information 
regarding  the  complaint  procedure  u.sed 
for  civil  money  iienalties. 

II.  Signitlcance  of  Guidance 

'Fbis  draft  guidance  is  Ixnng  issued 
consistent  with  FDA’s  good  guidance 
juactices  regulation  (21  CFR  10.113). 

The  draft  guidance,  when  finalized,  will 
re|)resent  the  Agency’s  current  thinking 
on  “Civil  Money  Penalties  for  Tobacco 
Retailers:  Responses  to  Frecpiently 
Asked  Questions.”  It  does  not  create  or 
confer  any  rights  for  or  on  anv  ])erson 
and  does  not  o])erate  to  bind  FDA  or  the 
public.  An  alternative  approach  may  be 
used  if  such  approach  satisfies  the 
reciuirements  of  the  applicable  .statute 
and  regulations. 

III.  Comments 

Interestecl  ])ersons  may  submit  either 
written  comments  regarding  this 
document  to  the  Division  of  Dockets 
Management  (.see  ADDRESSES)  or 
electronic  comments  to  http:// 
w'ww.ivguhitions.gov.  It  is  only 
neces.sarv  to  send  one  .set  of  comments. 
Identify  c:omments  with  the  docket 
number  found  in  brackets  in  the 
beading  of  this  document.  Received 
comments  may  be  seen  in  the  Division 
of  Dockets  Management  between  9  a.m. 
and  4  ii.m..  Monday  through  Friday,  and 
will  b(i  ])osted  to  the  docket  at  http:// 
w'wiv.ivf’iilations.oov. 

IV.  Electronic  Access 

An  electronic  version  of  the  draft 
guidance  document  is  available  on  the 
Internet  at  http://\v\\’\v.roi’ul(itions.oov 
and  http://\v\v\\'.fd(i.gov/Tolnicco 


Products/CiuidancoComplionco 

liof’uhitorvlnfornuition/dafonlt.htin. 

Dated:  I'Miriiarv  4.  2013. 

Leslie  Kiix, 

Assistant  (ioniinissioncr  for  Policy. 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

[Docket  No.  FDA-201 3-D-0077] 

Draft  Guidance  for  Industry  on 
Alzheimer’s  Disease:  Developing 
Drugs  for  the  Treatment  of  Early  Stage 
Disease;  Availability 

agency:  Food  and  Drug  Administration. 
HILS. 

ACTION:  Notice. 

summary:  'Fbe  Food  and  Drug 
Administration  (FDA)  is  announcing  the 
availability  of  a  draft  guidance  for 
indu.stry  entitled  "Alzheimer’s  Disease: 
Developing  Drugs  for  the  'Freatment  of 
Early  .Stage  Di.sease.”  'Fbis  guidance 
outlines  FDA’s  current  thinking  as  to 
bow  a  sjKmsor  could  demonstrate 
efficacy  in  clinical  trials  in  patients  in 
the  early  stages  of  Alzheimer’s  disea.se 
that  occur  before  the  onset  of  overt 
dementia. 

DATES:  Altbougb  you  can  comment  on 
any  guidanc:e  at  any  time  (.see  21  (iFR 
10.1 13(g)(3)).  to  ensure  that  the  Agency 
considers  your  comment  on  this  draft 
guidance  before  it  begins  work  on  the 
final  version  of  the  guidance,  submit 
either  electronic  or  written  comments 
on  the  draft  guidance  by  April  9,  2013. 
ADDRESSES:  Submit  written  requests  for 
single  copies  of  the  draft  guidance  to  the 
Division  of  Drug  Information.  Center  for 
Drug  Evaluation  and  Re.searcb.  Food 
and  Drug  Administration,  10903  New 
Hampshire  Ave.,  Bldg.  31.  rm.  2201, 
.Silver  .Sjning,  MD  20993-0002.  .Send 
one  self-addressed  adhesive  label  to 
assist  that  office  in  processing  vonr 
recpiests.  See  the  SUPPLEMENTARY 
INFORMATION  s(R;tion  for  electronic 
access  to  the  draft  guidance  document. 

.Submit  electronic  comments  on  the 
draft  guidanc:e  to  http:// 
www'.ivauldtions.oov.  .Submit  written 
comments  to  the  Division  of  Dockets 
Management  (HF’A-303).  F’ood  and  Drug 
Admini.stration,  3030  Fishers  Lane,  rm. 
1001,  Rockville.  MD  20832. 

FOR  FURTHER  INFORMATION  CONTACT: 
Nicholas  A.  Kozauer,  Cienter  for  Drug 
Evaluation  and  Research,  Food  and 
Drug  Administration,  10903  New 
Hampshire  Ave..  Bldg.  22.  rm.  4331, 


Federal  Register /  Vol.  78.  No.  27 /Friday,  February  8,  2018 /Notices 


9397 


SilvcM-  Si)ring,  MD  209‘)8-()0()2,  801- 
70()-22.'’j0. 

SUPPLEMENTARY  INFORMATION: 

I.  Background 

I’DA  is  announcing  llu;  availability  of 
a  draft  guidance  for  indn.strv  entitled 
“Alzluniner's  I3isea.se:  13ev(!loping  Drugs 
for  the  Treatment  of  Farly  Stage 
Disease."  This  guidance  outlines  f’DA's 
current  thinking  as  to  how  a  spon.sor 
could  demonstrate  efficacy  in  clinical 
trials  in  patients  in  the  early  stages  of 
Alzheimer’s  (hs(!as(!  (AD)  that  occur 
before  the  onset  of  overt  dementia. 
Specifically,  this  guidance  addresses 
I'i3A’s  current  thinking  regarding  the 
.selection  of  })atienls  with  early  AD.  or 
who  are  determined  to  he  at  risk  of 
developing  AD.  for  (mrollment  into 
clinical  trials.  The  selection  of  outcome 
measures  for  trials  in  these  populations 
that  are  designed  to  demonstrate  a 
clinical  benefit,  as  well  as  the  manner 
in  which  disease  modification  might  he 
demonstrated,  an;  also  addressed.  The 
design  of  clinical  trials  that  are 
specifically  focn.sed  on  the  treatment  of 
patients  with  established  Alzheinuir's 
dis(!ase  denumtia  (i.e.,  denuaitia  of  tlu; 
Alzheimer's  type),  or  any  of  the 
autosomal  dominant  forms  of  AD,  are 
not  t;xphcilly  discusseil  although  many 
of  the  principles  in  this  guidance  will  be 
l)ertin(!nl. 

This  draft  guidance  is  Ixung  issued 
consistent  with  FDA’s  good  guidance 
practices  regulation  (21  (8'’R  10.11.')). 

'I’he  draft  guidance,  when  finalized,  will 
rej)re.sent  the  Agcmcy’s  current  thinking 
on  developing  drugs  for  the  treatment  of 
early  Alzheimer’s  disease.  It  (lo(!.s  not 
create  or  confer  any  rights  for  or  on  any 
piir.son  and  does  not  operate  to  hind 
FDA  or  the  public.  An  alternative 
aj)j)roach  may  be  used  if  such  a])])roach 
satisfies  the  n;(iuirements  of  the 
applicable  statutes  and  regulations. 

II.  (Comments 

Interested  persons  may  submit  either 
electronic  comments  regarding  this 
document  to  htt})://\\  \\  iv.m<>iil(it ions. gov 
or  written  comments  to  the  Division  of 
Dockets  Management  (see  ADDRESSES).  It 
is  only  necessary  to  send  one  set  of 
comments.  Identify  comments  with  the 
docket  number  found  in  brackets  in  the 
heatling  of  this  document.  Received 
comments  may  be  seen  in  the  Division 
of  Dockets  Management  between  9  a.m. 
and  4  p.m.,  Monday  through  Fridav.  and 
will  be  posted  to  the  docket  at  hUp:// 
www.rogiilaiions.gov. 

III.  Electronic  Access 

Persons  with  access  to  the  Internet 
may  obtain  the  document  at  either 
http://\v\v\v.fda.gov/Drugs/Gui(ian(:e 


(Joniplianccliogulatorylnfornuiiion/ 
(hiidancos/dofaiill.htni  or  hWp:// 
w’ww.rogu  lot  ions.gov. 

Haled:  iHiliriiary  .').  2018. 

Leslie  Kiix, 

Assisi  lint  (iomniissionar  for  Policy. 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

[Docket  No.  FDA-2008-N-0448] 

International  Drug  Scheduling; 
Convention  on  Psychotropic 
Substances;  World  Health 
Organization  Scheduling 
Recommendations  for  Gamma- 
hydroxybutyric  Acid 

AGENCY:  Food  and  Drug  Admini.stration, 
HHS. 

action:  Notice. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  providing 
interested  |)er.sons  with  the  o])|)ortimity 
to  snhmit  written  comments  and  to 
recpiest  an  informal  public  meeting 
concerning  recommendations  hv  the 
World  Health  Organization  (WHO)  to 
im|)ose  international  manufacturing  and 
distributing  re.strictions.  under 
international  treaties,  on  i:ertain  drug 
substances.  The  comments  received  in 
response  to  this  notice  and/or  public 
meeting  will  he  considered  in  preparing 
the  II.,S.  position  on  the.se  jiroposals  for 
a  meeting  of  the  Unitiid  Nations 
(Commission  on  Narcotic  Drugs  ((CND)  in 
Vienna,  Austria,  in  March  2018.  This 
notice  is  issued  under  the  (Controlled 
.Substances  Act  (the  O.SA). 

DATES:  .Submit  either  electronic  or 
written  comments  by  February  2.').  2018. 
.Submit  nuinests  for  a  public  meeting  on 
or  before  February  19,  2018.  (For 
additional  information,  see  also  .section 
IV  of  this  document). 

ADDRESSES:  Submit  electronic 
comments  to  hUp:// 
www.rngnint ions.gov.  .Submit  writtiin 
comments  to  the  Division  of  Dockets 
Management  (HFA-80.')),  Food  and  Drug 
Administration,  .')080  Fishers  bane,  rm. 
1001,  Rockville.  MD  208.')2. 

FOR  FURTHER  INFORMATION  CONTACT: 
lames  R.  Hunter.  (Center  for  Drug 
Evaluation  and  Research,  (ConlrolliMl 
.Sub.stance  Staff,  Food  and  Drug 
Administration,  Bldg,  .'ll,  rm.  .'il.'iO. 
10908  New  Hamj)shire  Ave..  Silver 
Spring.  MD  20998-0002,  801-790-81 50. 
email:  j(nnns.hnntoi'@fd(i. hhs.gov. 
SUPPLEMENTARY  INFORMATION: 


I.  Background 

The  United  .States  is  a  party  to  the 
1971  (Convention  on  Psychotropic 
.Substances  (the  (Convention).  .Section 
201(d)(2)(B)  ofthe(C.SA  (21  IJ.S.CC. 
811(d)(2)(B))  provides  that  when  the 
United  .States  is  notified  under  Article  2 
of  the  (Convention  that  (CND  jiroposes  to 
decide  whether  to  add  a  drug  or  other 
substance  to  one  of  the  schedules  of  the 
(Convention,  transfer  a  drug  or  substance 
from  one  .schedule  to  another,  or  delete 
it  from  the  schedules,  the  .Secretary  of 
.State  must  Iran.smit  notice  of  such 
information  to  the  .Secretary  of  Health 
and  Human  .Services  (.Secretary  of  HH.S). 
The  .Secretary  of  HH.S  must  then  publish 
a  summarv  of  such  information  in  the 
k’ederal  Register  and  ])rovide 
opjjortnnity  for  interested  j)ersons  to 
submit  comments.  The  .Secretary  of  HHS 
must  then  evaluate  the  proposal  and 
furnish  a  recommendation  to  the 
.Secretarv  of  .State  that  shall  be  binding 
on  the  repre.sentative  of  the  United 
.States  in  discussions  and  negotiations 
relating  to  the  ])roposal. 

As  detailed  in  the  following 
])aragraph,s.  the  .Secretary  of  .State  has 
received  one  notification  from  the 
.Secretarv-deneral  of  the  United  Nations 
(the  .S(!cretary-(Ceneral)  regarding 
snl).staiu:e.s  to  he  considered  for  control 
under  the  (Convention.  This  notification 
refl(!i:t.s  the  recommendation  from  the 
85th  WH(3  Expert  (Committee  for  Drug 
De])endence  (E(CDD).  which  met  in  )nne 
2012.  In  the  Federal  Register  of 
.Se])temher  05.  2008  (78'fR  51828),  FDA 
announced  the  WHO  ECDD  review  and 
invited  interested  jiersons  to  submit 
information  for  WHO’s  consideration. 

The  full  text  of  the  notific:ation  from 
the  .Secretarv-(Ceneral  is  jirovided  in 
.section  II  of  this  document.  Section 
201(d)(2)(B)  of  the  CSA  re(|uire.s  the 
,Sei:retary  of  HH.S,  after  receiving  a 
notification  i)roposing  scheduling,  to 
publish  a  notice  in  the  Federal  Register 
to  provide  the  o])])ortunity  for  interested 
persons  to  submit  information  and 
comments  on  the  ijrojjo.sed  scheduling 
action. 

II.  United  Nations  Notification 

The  formal  United  Nations 
notification  that  identifies  the  drug 
substance  and  explains  the  basis  for  the 
recommendations  is  reproduced  as 
follows: 

Kelerence:  NAR/(;L.()/2()1 2 
\VII()/F{;HH8.5  1971(;-Arl.2 
(Cl  I  2()12/19()/HTA/.S(;8 

The  .Secretary-(Ceneral  of  the  United 
Nations  presents  his  compliments  to  the 
.Secretary  of  .State  of  the  United  States  of 
America  and  has  the  honour  to  inform 
the  (Covermuent  that  the  Director- 
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Gonoral  oi  the  WHO.  uiuler  article  2.  T 

paragraplis  1,4,  and  (1,  of  dn-  ^  ^ 

Convention  on  Psychotropic  Snl)staiu:e.s  the 

of  1971  (1971  Convention),  has  notilied  any 

the  Secretary-Ceneral  tliat  it  is  ot  the  adn 

opinion  tliat  Cainina-liydroxylnityric  con 

acid  (Cl  IH)  shonld  l)e  transferred  Iroin  res( 
Schednle  IV  to  Schedide  11  of  the  1971  Coi 

(Convention.  .  .  V* 

In  accordance  with  the  provisions  ot  Hii 

article  2.  iiaragraiih  2.  of  the  lt)71  Dn 

(Convention,  the  Secretary-(»eneral  (,o 

hereby  transmits  the  relevant  excerpts  ot  Bo 
the  notification  as  Annex  1  to  the  +4 

present  note.  Also  in  accordance  with  sgi 

the  same  provisions,  the  notiiication 

from  WHO  will  he  brought  to  the 

attention  of  the  CND  at  its  next  session 

in  March  2013.  .  .  Ai 

In  connection  with  the  notitication.  ^ 

Wl  lO  has  also  submitted  excerpts  trom  K( 
the  reiiort  of  the  Thirty-fifth  session  ot  th 
the  WHO  ECHO  (4-H  )une  2012)  which  N 
reviewed  the  substance.  'Die  ext;erpts  W 

from  that  report  concerning  CHB  are 
hereby  transmitted  as  Annex  11.  The  ^ 

excerpts  are  currently  available  in 
English  onlv.  pending  receipt  ot  the  ^ 

official  French  translatiini  from  the 
Wl  to.  The  report  of  the  Thirty-tilth 
session  of  the  WHO  i'C(CDD  can  he 
retrieved  from  the  following  Web  site: 

/iffp.V/uu'u\n-/io.yn//inedjV;h7e.s7f//efi.s/  ^ 

qu(il}tv_s(if(!tv/:i5llw(:ddnuu;t/(nt/  , 

mde.v./ilm/.  (FDA  has  verified  the  Web  j 
site  address,  hut  FDA  is  not  resiionsihle  . 
for  any  suhseiiuent  changes  to  the  Web  ^ 
site  after  this  document  publishes  in  the  ^ 

Federal  Register).  ,  ,  ,i 

Any  action  or  decision  taken  liy  tne  , 

(Commission  with  respec.t  to  this 
notification,  pursuant  to  article  2, 
paragrajihs  5  and  B.  ot  the  1971 
(Convention,  will  he  communicated  to 
States  Parties  in  due  course.  Article  2. 
paragrajihs  5  and  (i.  reads  as  follows: 

.'i.  The  (Conunission.  taking  into  account  the 
coinnuniication  Irom  the  WltO.  whosi. 
assessments  shall  he  determinative  as  to 
nuulical  and  scionlii'ic  inallnrs.  and  boanng  in 
mind  the  economic,  social,  legal, 
administrative  and  other  lactors  it  may 
consider  relevant,  mav  add  the  suhslance  to 
Schedule  1. 11.  HI  or  IV.  The  (Commission  may 
.seek  further  information  Irom  the  WHO  or 
from  other  appropriate  sources. 

(>.  If  a  notification  under  iiaragraiih  1 
relates  to  a  siihstance  already  listed  in  one  ol 
the  .Schedules,  the  WHO  shall  commnnicate 
to  the  (Commission  its  new  findings,  any  new 
assessment  of  the  suhstance  it  may  make  m 
accordance  with  iiaragraph  4  and  any  new 
recommendations  on  control  measures  it  may 
find  ajiiiroiiriate  in  the  light  ol  that 
assessment.  The  (Commission,  taking  into 
account  the  conmumication  Irom  the  '''uJ 
as  under  paragraph  S  and  hearing  m  mind  the 
factors  referred  to  in  that  iiaragraph,  may 
dec:ide  to  transfer  the  suhstance  from  one 
Schedule  to  another  or  to  delete  it  Irom  the 
.Schedules. 


To  assist  tho  (Conunission  in  roacliing 
a  docision.  it  would  ho  apprnciatod  if 
tho  (Covorninont  could  conuuunic:ito 
any  oconoinic,  social,  legal, 
adiuinistrativo,  or  othor  tactois  tlmt  it 
considers  relev.uit  to  the  pos.sihle 
rescheduling  under  the  1971 
(Convention,  ol  (CHB.  <it  the  latest  by  28 
December  2012  to  the  Executive 
Director  of  the  United  Nations  Ottice  on 
Drugs  and  (Crime,  do  .Set;retary, 
(Commission  on  Narcotic  Drugs,  1  .O. 
Box  fiOU,  1400  Vienna,  Austria,  FAX: 
+43-l-2(iO(iO-r>H8.S,  email: 
sgb@unodc.oi'g. 


9  November  2012,  NAR/(.E.0/201 , 

Annex  1,  Page  1 . 

Annex  I 

Relevant  excerjits  of  letter  addressed  to 
the  Set:retary-(jeneral  of  the  United 
Nations  by  the  Director-General  ot  the  A 
World  Health  Organization 

“With  reference  to  article  2  ot  the  1’ 

Convention  on  Psychotropic  .Suhstaiums 
(1971),  article  2,  jiaragraphs  1, 4  and  b,  ^ 
1  am  jileased  to  submit  the  ^ 

recommendations  ol  the  WHO. 
concerning  the  international  control  ot  ^ 
\'-hydroxyl)utyric  acid  ((CHB).  1  he  ^ 

recomnumdation  is  that  (jHB  he 
rescheduleil  from  Schedule  IV  to 
Schedule  II  of  the  1971  (Convention.  1  he  | 
basis  for  this  recommendation  is  set  out 
in  an  extract  from  the  Report  of  the 
ECCDD,  which  advises  on  these  issues, 
attached  to  this  letter.” 

(Ceneva,  22  October  2012,  NAR/CL.b/ 

2012,  Annex  11.  Page  1. 

Annex  II 

Extract  From  the  Cl.'ith  Report  ot  the 
Expert  Committee  on  Drug  Deiiendence 
Rec:ommendation  on  Camma- 
0  Hydroxyhutyric  Acid  (CdlB) 

This  .section  provides  intormation  in 
n  addition  to  the  information  presented  in 
the  report  of  the  Thirty-fourth  meeting. 
The  Expert  Committee  discussed  CHB 
in  the  context  of  (Camma-lnityrolactone 
•’  and  1 .4-l)utanediol  (1 .4-BD).  prei'.ursors 
of  CHB,  see  .sections  4.4  and  4..'i. 

Substance  Identification  and 
Pharmacodynamics 

(Canuna-hydroxyhutyric  acid  ((dlB), 
also  known  as  4-hydroxyl)utanoic  acid 
ay  and  .sodium  oxyhate.  is  a  naturally 
occurring  suhstance  touml  in  low 
concentrations  in  mammalian  tissues.  It 
'  is  considered  to  act  by  binding  to  CHB- 
specific  receptors  and  Camma- 
aminohutyric  ac:id  B  (CABAB)  receptors 
,  At  iiharmacological  doses,  it  acts  as  a 
central  nervous  system  depressant. 


Previous  Reviews 

CHB  was  pre-reviewed  during  the 
Thirty-first  and  Thirty-second  meetings, 
held  in  1998  and  2()()().  respectively.  In 
2001 ,  CHB  was  placed  in  Schedule  IV 
of  the  1971  Convention  by  a  decision  ot 
the  CND.  It  was  again  pre-reviewed  at 
the  Thirtv-fourth  ECDD  meeting  in  20(Hi 
(1),  at  wliich  time  the  Expert  Committee 
recommended  a  new  critical  review  to 
consider  CHB’s  possible  rescheduling. 

Evidence  on  Dependence  ITitential 

The  Exjiert  Committee  examined 
additional  information  from  the  ujKlated 
critical  review  report  and  peer-review 
reports.  The  Expert  Committee  noted 
that  there  is  compelling  evidence  that 
dejiendence  on  CHB  exi.sts  in  humans 
and  noted  withdrawal  syndromes  and 
withdrawal  seizures. 

Actual  Abuse 


The  Expert  Committee  noted  that  at 
jireseiit,  CHB  ajipears  to  he  mainly  u.sed 
and  abused  in  the  United  States  ot 
America,  Europe  and  Australia.  Most 
CHB  used  illicitly  originates  Irom 
clandestine  manutacture. 

In  their  di.scussions,  the  Expert 
(Committee  and  adviscas  agretnl  on  the 
narrow  margin  ofsatety  offdUl.  1  here 
have  been  numerous  reports  trom 
Europe  and  the  United  States  ot 
accidental  fatal  and  non-fatal  overdoses 
where  CHB  was  imi)licaled.  both  when 
used  alone  and  with  other  substances. 

The  Ex])ert  Committee  also  noted 
th(!re  have  heum  reports  ot  (jHB  being 
used  to  facilitate  sexual  assault. 

Therapeutic  Usefulness 

CHB  is  used  as  a  medicine  in  some 
countries  on  a  small  scale  tor  variou.s 
indications.  CHB  is  not  included  in  the 
WHO  Model  List  of  Essential  Medicines. 

Need  for  the  .Substance  for  Other 
l’ur])oses  (e.g.,  Indu.strial) 

‘  The  Ex])ert  Committee  acknowledged 
the  use  of  CHB  in  the  production  of  a 
wiile  variety  of  industrial  polymers. 

j  Ill.  Discussion 

Although  WHO  has  made  specific 
scheduling  recommendations  for  each  ot 
the  drug  substances,  the  CND  is  not 
obliged  to  follow  the  WHO 
recommendations.  ()])tions  available  to 
the  CND  for  .substances  considered  tor 
control  under  the  Psychotropii. 
Convention  include:  (1)  Acceptance  ot 
It  the  WHO  recommendations;  (2) 

acceptance  of  the  recommendations  to 
control,  hut  control  the  drug  .substance 
rs.  in  a  scheiluh;  other  than  that 
recoinmemhul;  or  (3)  reject  the 
recommendations  entirely. 
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CUB  is  cla.ssitied  as  a  central  nervous 
.system  ilepre.s.sant.  In  2002.  FDA 
apjiroved  a  CUB-containing  product. 
Xyrein.  for  tlie  treatment  oi  exce.ssive 
davtime  sleej)iness  and  cataj)lexy  in 
patients  with  narcolep.sy  umler  the 
mgulations  in  21  (8’'R  part  814.  sul)j)art 
H  (21  CFR  814. .'j20).  Xyrem  was 
included  on  the  list  ol  products  deemed 
to  have  in  elfect  an  aj)])roved  Risk 
Fvaluation  and  Mitigation  Strategy 
(RFMS)  under  section  .50.'i-l  of  tlu; 
Fechiral  Food.  Drug,  and  (Cosmetic  Act 
(21  U.S.C.  8,'j.‘i-l)  at  the  time  of  the 
j)assage  of  the  Food  and  Drug 
Administration  Amendments  Act  of 
2007  (FDAAA).  The  RFMS  for  Xyrem 
includes  a  medication  guide  and 
healthcare  j)rovider  education  brochure, 
mandatory  jiatient  and  prescriher 
certification  through  enrollment,  and 
re.stricted  dispensing  of  the  drug 
through  a  central  pharmacy.  Xyrem  is 
controlled  domestically  in  Schedule  111 
of  the  CSA.  while  hidk  CUB  and  all 
other  material  containing  (iHB  are 
controlled  in  Schedule  1.  In  addition, 
illicit  u.se  of  Xyrem  is  subject  to 
.Schedule  1  |)enalties  of  thefkSA.  (dlB  is 
controlled  int(!rnationallv  in  .Schedule 
IV  of  the  Psvchotropic  Conv(;ntion.  The 
WHO  I-CDli  pre-review(!d  (BIB  at  its 
Thirtv-fourth  meeting  and 
mcommemhul  it  for  critical  review  at  a 
future  meeting.  The  WHO  F(81D  met  in 
Hammamet.  Tunisia,  from  4-8  |une 
2012.  critically  revi(;w(!d  (BIB.  and 
recommended  that  it  he  re.scheduled 
from  .ScluHlule  IV  to  .Schedule  II  of  the 
('.onvjMition  on  F.sychotroj)ic 
.Substances. 

IV.  Submission  of  (Comments  and 
Opportunity  for  Public  Meeting 

Interested  jiersons  mav  submit  either 
electronic  comments  regarding  this 
document  to  htii)://\v\v\v.r<;gul(tt ions.gov 
or  written  comments  to  the  Division  of 
D(M;kets  Management  (see  ADDRESSES).  It 
is  only  neceissary  to  send  one  set  of 
comments.  Identify  comments  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  he  seen  in  the  Division 
of  Dockets  Management  between  t)  a.m. 
and  4  p.m..  Monday  through  Friday,  and 
will  he  posted  to  the  dock(!t  at  h\lp:// 
www.rogiilotions.gov. 

FDA  (loes  not  pre.sently  plan  to  hold 
a  public  meeting.  If  anv  i)erson  believes 
that,  in  addition  to  their  written 
comments,  a  public  meeting  would 
contribute  to  the  development  of  the 
Ik.S.  |)o.sition  on  the  .suhstant;e.s  to  he 
considered  for  control  under  the 
Psychotroj)ic  (k)nvention.  a  recpiest  for 
a  public  nuHJting  and  the  reasons  for 
such  a  recjue.st  should  he  sent  to  lames 
R.  Hunter  (see  FOR  FURTHER  INFORMATION 


CONTACT)  on  or  before  Fehruarv  lU, 

2018. 

The  short  time  period  lor  the 
submission  of  i;omments  and  nupiests 
for  a  |)ul)lic  meeting  is  neculed  to  ensure 
that  HlhS  may,  iu  a  tinudv  fashion,  carry 
out  the  re(juired  action  and  he 
responsive  to  the  IJnitiul  Nations. 

Diitiul;  l•■(!l)nlilI■v  1.  2018. 

I.eslie  Kiix, 

Assistant  (Anninissionarfai  Policy. 

IFK  Doc.  2(U:t-02K.'i<)  l•il(!(l  2-7- 1 :i:  K:4.')  iim| 

BILLING  CODE  4160-01-P 

DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

Government-Owned  Inventions; 
Availability  for  Licensing 

agency:  National  In.stitutes  of  Ihnilth. 
Public  Health  .Service.  HI  IS. 

ACTION:  Notice. 

SUMMARY:  The  inventions  listed  below 
are  owned  by  an  agency  of  the  II.,S. 
Covernment  and  are  available  for 
liccmsing  in  the  IJ..S.  in  accordance  with 
8.'5  lI..S.(k  207  to  achiev(i  exjjeditious 
commercializatitni  of  results  of 
federallv-funded  research  and 
dev(!lopment.  Foreign  ))atent 
ap])lications  are  filed  on  selected 
inventions  to  extend  market  coverage 
for  companies  and  may  also  he  available 
for  licensing. 

FOR  FURTHER  INFORMATION  CONTACT: 
Licensing  information  and  copies  of  the 
II..S.  ])atent  a])plications  listed  below 
may  l)e  obtained  by  writing  to  the 
indicated  licensing  contact  at  the  Office 
of  Technology  Transfer.  National 
Institutes  of  Health.  (iOl  1  Executive 
Boulevard.  .Suite  82.'i.  Rockville, 
Maryland  2()8.'j2-88()4:  telephone:  801- 
490-7().'i7:  fax:  801-402-0220.  A  signed 
Confidential  Disclosure  Agreement  will 
he  r(U]uired  to  receive  copies  of  the 
])atent  applications. 

Therapeutic  Hepatitis  (]  Virus 
Antibodies 

Doscviption  of  Technology: 
Thera|)eutic  antibodies  again.st  Hepatitis 
(;  Virus  (IKAO  have  not  hecm  very 
effective  in  the  i)a.st  and  there  is 
evidence  that  this  may  result  in  part 
from  interfering  antibodies  generated 
during  infection  that  block  the  action  of 
neutralizing  antibodies.  These 
neutralizing  antibodies  prevent  IK^V 
infection  of  a  host  cell. 

The  subject  technologies  are 
monoclonal  antibodies  against  IK^V  that 
can  neutralize  diffenml  genotypes  of 
HCV.  Both  antibodies  hind  to'the 


envelope  (E2)  jjrotein  of  HCIV  found  on 
the  surface  of  the  virus.  One  of  the 
monoclonal  antiluxlies  neutralizes  H(A^ 
genoty])e  la.  the  most  prevalent  H(]V 
.strain  in  the  II..S.,  infcjction  and  in  vitro 
data  show  that  it  is  not  blocked  by 
interfering  antibodies.  The  second 
antibody  hinds  a  conserved  region  of  E2 
and  can  cross  neutralize  a  number  of 
genotypes  including  genotypes  la  and 
2a.  The  monoclonal  antibodies  have  the 
l)otential  to  he  developed  either  alone  or 
in  combination  into  therai)eutic 
antibodies  that  prevent  tir  treat  H("V 
infection.  These  antibodies  may  he 
])articularly  .suited  for  preventing  HCA^ 
re-infection  in  UFA''  patients  who 
undergo  liver  transplants:  a  po])ulation 
of  patients  that  is  e.s])ecially  vulnerable 
to  the  side  effects  of  current  treatments 
for  HCiV  infet:tion. 

Potential  Commercial  Applications: 
Theraj)eutic  antibodies  for  the 
])revention  and/or  treatment  of  IKiV 
infection. 

(Competitive  Advantages 

•  Therai)eutic  antibodies  have 
generally  fewer  side  effects  than  current 
treatments  for  IKCV  infection. 

•  Pot(!ntial  to  he  develoi)ed  into  an 
alternative  treatment  for  IKCV  infected 
liver  transplant  ])atients.  who  often 
cannot  tolerate  the  side  effects  of 
current  drug  treatments. 

Development  .Stage 

•  I'Carly-stage 

•  Pre-clinical 

•  In  vitro  data  available 

/;7i'enfor.s;  .Stephen  M.  Feinstone, 

Hongying  Duan,  Pei  Zhang,  Marian  E. 
Major,  Alla  V.  Kachko  (all  of  FDA) 

Publications 

1.  Kacliko  A,  ot  al.  New  neutralizing 
antil)0(ly  epilc)i)(!s  in  hepatitis  (C  virus 
envel()])e  gl\'(:()])r()teins  are  revealed  l)v 
(lissiicting  ijejitide  recognition  jjroliles. 
Vaccine.  2011  Dec  <);:t()(l  );(j0-77.  H’MllJ 
220418()0) 

2.  Dnan  II.  et  al.  Amino  acid  residne- 
spcH.ilic  neutralization  and  nonneutralization 
of  lu!i)atitis  (C  virus  hv  monoclonal  antibodies 
to  the  Ml  |)rotein.  )  Virol.  2012 
nec.;8t)(2:i):120«0-«4.  jl’MIll  22«73024| 

Intellectual  Property 

•  HH.S  Reference  No.  E-()()2-2()l  2/ 

0 — U..S.  Provisional  Patent  Application 
No.  81/048,888  filed  17  May  2012 

•  HH.S  Reference  No.  E— 187— 2012/ 

0 — International  P(',T  Apjtlication  No. 
PFT/l  1812/821 07  filed  28  Oct  2012 

Licensing  Contact:  Kevin  VV.  (Chang, 
Ph.D.;  801-48'i-.'>018; 
changke@mail.nih.gov 
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1  ave  Attenuated  Rubella  Vector  to 
Kxpress  Vaccine  Antigens 

Dc^aciiption  of  Tachnologv:  Li\’(; 
attenuated  viruses  make  potent  and 
etfeclive  vaccines.  Despite  the  urgent 
need  tor  an  HIV  vaccine,  this  a])])roach 
has  not  heim  teasihle  h(;cause  it  lias  not 
been  ])ossil)le  to  attenuate  the  virus 
reliably  and  guarantee  vaccine  safety. 
Instead,  live  viral  vectors  have  been 
propo.sed  that  could  ])resent  HIV 
vaccine  antigens  in  the  most 
immunogenic  way,  in  the  context  of  an 
active  infection. 

The  inventors  have  adajited  a  rubella 
vaccine  strain  as  a  vector  to  expre.ss  HIV 
and  SIV  antigen  and  tested  the  effect  of 
insert  size  and  composition  on  vector 
stability  and  viral  titer.  The  inventors 
have  iclentified  an  accejitor  site  in  the 
rnhella  nonstructural  gene  region,  where 
foreign  genes  can  he  expressed  as  a 
fusion  protein  with  the  non.structural 
protein  Pi 50  without  affecting  essential 
viral  functions.  The  inserts  were 
exjiressed  as  early  genes  of  rubella, 
under  control  of  the  rubella  genomic 
jiromoter.  At  this  site,  HIV  and  SIV 
antigens  were  expressed  stably  for  at 
least  seven  jia.ssages.  as  the  rubella 
vectors  reached  high  titers.  Rnhella 
readily  infects  rhesus  maca(]ues.  and 
the.se  animals  will  j)rovide  an  ideal 
model  for  testing  the  new  vectors  for 
re])lication  in  vivo,  immunogenicity  and 
])rotection  against  SIV  or  SHIV 
challenge. 

Potential  (Commercial  Applications 

•  HIV  vaccines 

•  Bivalent  rnhella 

•  Research  tools 

(Competitive  Advantages 

•  Rase  of  manufacture 

•  Low  cost  vaccines 

Development  Stage 

•  Pre-clinical 

•  In  vitro  data  available 

•  In  vivo  data  available  (animal) 
Inventors:  Ira  Berkower  and 

Konstantin  Virnik  (FDA/(CBER) 

Publication 

V^irnik  K.  ot  al.  Live  atlcauiatcsl  riilMilla  viral 
v(!(:t()rs  stably  expr(!ss  llIV  and  .SIV 
vaccine  antiginis  while  reaching  high 
lilcM’s.  Vacciiu;.  2012  Aiig 
1()::{()(:i7);.54.5:i-8.  |PMII)  22770214| 

Intellectual  Property 

•  HHS  Reference  No.  L-()()4-2()12/ 

0 — US  Ajiplication  No.  (H/tiZl  ,394,  filed 
8  A])r  2012 

•  HHS  Refenmce  No.  I'C-()04-2012/ 

1 — US  Apjilication  No.  (i1//042.333 
filed  3  Mav  2012 


Related  Technologies 

•  HHS  Reference  No.  E-1 50-2008/ 

0 — U.S  Aj)])lication  No.  13/501.893  filed 
13  A])!'  2012,  claiming  priority  to  10  Oct 
2009 

•  HHS  Reference  No.  E-291-2008/ 

0 — U.S  Application  No.  13/057,414  filed 
03  Eel)  2011,  claiming  juiority  to  04  Aug 
2008 

•  HHS  Reference  No.  l'C-299-2008/ 

0 — U.S  Application  No.  12/714,085  filed 
20  Eel)  2010,  claiming  prioritv  to  20  Eeh 
2009 

IJcansing  Contact:  Peter  A.  .Soiikas; 
301—435-4040;  sonkasp@in(nl. nih.gov 

DNA  Promoters  and  Anthrax  Vac;cines 

Description  of  Technologv:  Currently, 
the  only  licen.sed  vaccine  against 
anthrax  in  the  United  States  is  AVA 
BioThrax"',  which,  although  efficacious, 
suffers  from  several  limitations.  This 
vaccine  requires  six  injectable  doses 
over  18  months  to  stimulate  ])rotective 
immunity,  recjuires  a  cold  chain  for 
storage,  and  in  many  ca.ses  has  been 
a.ssociated  with  adverse  effects. 

'Phis  application  claims  a  modified  B. 
anthracis  ])rotective  antigen  (PA)  gene 
for  optimal  expre.ssion  and  stability, 
linked  it  to  an  inducible  ])romoter  for 
maximal  exj)ression  in  the  host,  and 
fused  to  the  .secretion  signal  of  the 
Escherichia  coli  al])ha-hemolysin 
protein  (HlyA)  on  a  low-copy-ninnher 
])lasmid.  This  plasmid  was  introduced 
into  the  licensed  typhoid  vaccine  strain. 
Salmonella  enterica  serovar  'Pyphi 
strain  Ty21a,  and  was  found  to  he 
genetically  .stable.  Immunization  of  mice 
with  three  vacedne  doses  elicited  a 
strong  PA-specific  serum 
imnumoglohulin  CJ  respon.se  with  a 
geometric  mean  titer  of  30, 000  (range, 
5,800  to  157,000)  and  lethal-toxin- 
nentralizing  titers  greater  than  10.000. 
Vaccinated  mice  demonstrated  100% 
])rotec:tion  against  a  lethal  intranasal 
challenge  with  aerosolized  spores  of  B. 
anthracis  7702. 

Potential  Commercial  Applications: 
Anthrax  vaccines,  therapeutics  and 
cliagno.stics. 

(Competitive  Advantages 

•  Vector  is  well-characterized. 

•  .Simple  manufacturing  process. 

•  Potential  low-cost  vaccine. 

•  Oral  vaccine — avoids  needles  and 
can  he  administered  ra])idly  during 
emergencies. 

•  rem|)erature-stal)le  manufacturing 
allows  for  vaccine  di.strihntion  without 
refrigeration. 

Development  Stage 

•  Pre-clinical 

•  In  vitro  data  available 

•  In  vivo  data  available  (animal) 


Publication 

Osorio  M.  el  al.  Anthrax  protective  antigen 
delivered  l)y  .Salmonella  enterica  serovar 
Ty])hi  'l'y21a  protects  mice  from  a  lethal 
anthrax  s])ore  challenge.  Infect  linmnn. 
200!)  Apr;77(4);1 47,5-82.  IPMID: 

1!)1  704201 

Intellectual  Propertv:  HILS  Reference 
No.  E-344-20()3/l—  ' 

•  EP  Application  No.  04809709.5 
filed  20  .Sep  2004 

•  U.S  Patent  No.  7,758.855  issued  20 
)ul  2010 

•  U.S  Patent  No.  8.247,225  issued  21 
y\ug  2012 

•  U.S  Application  No.  13/551.108 
filed  17  Jul  2012 

Licensing  Contact:  Peter  A.  .Soukas; 
301-43.5-4040;  sonkasp@inaiI.nih.gov 

Collaborative  Besearch  Opportunity: 
The  PDA  Center  for  Biologies 
Evaluation  and  Research  is  seeking 
statements  of  ca))ahility  or  interest  from 
parties  interested  in  collaborative 
re.search  to  further  develop,  evaluate  or 
commercialize  onil  iinthrax  vacc:ine.  Eor 
collaboration  ojjportunities,  jjlea.se 
contact  Dr.  Dennis  ).  Kopecko  at 
dennis.kopecko@f(}a. hhs.gov  or  301- 
001-8839. 

Live  Oral  Shigella  Dysenteriae 
Vaccine 

Description  of  Technology:  This 
application  claims  a  Salmonella  tyjthi 
'ry21a  construct  comprising  a  Shigella 
dvsenteriae  0-s])ecific  polysaccharide 
(O-Ps)  inserted  into  the  .Salmonella 
tyi)hi  Tv21a  chromosome,  where 
heterologous  Shigella  dysenteriae 
seroty|)e  1  C)-antigen  is  stably  expres.sed 
together  with  homologous  Salmonella 
tyi)hi  O-antigen.  The  constructs  of  this 
invention  elicit  immune  jjrotection 
against  virulent  Shigella  dvsenteriae 
challenge,  as  well  as  Salmonella  typhi 
challenge.  Also  claimed  in  this 
ap])lication  are  methods  of  making  the 
constructs  of  this  invention  and 
methods  for  inducing  an  immune 
response. 

Shigella  cause  millions  of  cases  of 
dysentery  every  year,  which  result  in 
tihout  seven  hundred  thousand  deaths 
worldwide.  Shigella  dvsenteriae 
.serotype  1,  one  of  about  forty  serotyites 
of  Shigella,  cau.ses  a  more  severe  disease 
with  a  much  higher  mortality  rate  than 
other  serotypes.  There  are  no  licen.sed 
vaccines  available  for  jirotection  against 
Shigella.  The  fact  that  many  isolates 
exhibit  multiple  antibiotic  resistance 
compliccites  the  management  of 
dysentery  infections. 

Potenlial  (Commercial  Applications 

•  One  component  of  a  multivalent 
anti-shigellosis  vaccine  under 
development. 
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•  Shigella  vaccines.  lheraj)eulics  and 
diagnostics. 

(Competitive  Advantages 

•  V'ector  is  well-characteri/.ed. 

•  .Simple  niamdactiiring  |)r()C(!ss. 

•  Potential  lo\v-c(Kst  vaccine. 

•  Oral  vaccine — avoids  iuumI  for 
needles. 

•  'I’einperatnre-stahle  fornudation 
allows  for  vaccine  dislrihiition  without 
refrigeration. 

Development  Stage 

•  Pnvclinical 

•  In  vitro  data  available 

•  In  vivo  data  available  (animal) 
Invf^nlors:  Dennis  J.  Kop(u:ko  and  De 

Qi  Xn  (FDA/OBFR) 

Publication 

Xu  DQ.  et  ill.  (Core-linkiid  LP.S  exiircission  of 
Sliigtllii  (ivs(*nt(!riiio  siMolvpi!  1  ()- 
antigen  in  live  .Salinonellii  typhi  vaccine 
viHilor  Tx  ^lii:  pnMliniciil  evidiMicc;  of 
iininnnogenicitv  and  protection. 

X'iiccine.  2007  Aug  14:2.^(33):(i'l(i7-75. 
Il’Mll)  1702‘t300) 

Inielhctiml  Property:  1 IHS  Referenct; 
No.  F-21 4-201)4/0— 

•  FP  A])plication  No.  0.'i7.140t)l  .0 
bled  24  May  200.'’) 

•  I’CP  Apjilication  No.  1 21 8().'54.'>..') 
bled  24  May  200.') 

•  IkS  Patcmt  No.  8.071.118  issued  00 
Dec  2011 

•  II.S  Piitent  No.  8.887.881  issued  2.') 
Dec  2012 

•  IKS  Aj)plication  No.  18/087.707 
filed  28  Nov  2012 

IJceiiHing  Contact:  Peti'r  A.  .Soukiis; 
801— 48.')-4040;  soakasp@inaiJ.nih.gov 
CoJlal)orativa  liasaarch  Oppoiiunitv: 
The  FDA  (Center  for  Biologies 
Evaluation  and  Research  is  .seeking 
.statements  of  ca))at)ility  or  iidtintst  from 
jiarties  interested  in  collaborative 
research  to  further  develop,  evaluate  or 
commercialize  combination  tvjjhoid- 
shigellosis  oral  vaccine.  For 
collaboration  ojijiortunities.  plea.se 
contact  Dr.  Dennis  |.  Kojjecko  at 
(Iannis. kopa(:ko@l(ia. hhs.gov  or  801- 
001-8889. 

Oral  Shigellosis  Vaccine 

Dascription  of  'l’(^(:hnologv:  This 
application  claims  a  Sahnonalla  tyjibi 
'rv21a  construct  comprising  it  Shigalla 
.son/te/ O-antigen  biosynthetic  gene 
region  in.serted  into  the  Sahnonalla 
typhi  Tv21a  chromosome,  where 
heterologous  Shigalla  sonnai  form  1  ()- 
antigen  is  stably  exjjressed  together  with 
homologous  Sahnonalla  tyjihi  O- 
antigen.  The  constructs  of  this  invention 
elicit  immune  ])rotection  against 
virulent  Shigalla  sonnai  challenge,  as 
well  as  Sahnonalla  Tyj)hi  challenge. 


Akso  claimed  in  this  ajiplicalion  are 
methods  of  recomhineering  a  large 
antigenic  gene  rcigion  into  a  bacterial 
chromosomi!. 

Bacillary  dy.senlerv  and  entcnic  fevers 
continue  to  he  inijiortanl  causes  of 
morbidity  in  both  devidoped  and 
developing  nations.  Shigalla  cause 
gniater  than  one  hundred  and  fiftv 
million  ca.ses  of  dyseidery  and  enteric 
fever  occurs  in  greater  than  twentv- 
seven  million  ])eople  annuallv. 

(Currently,  there  is  no  licen.sed  vaccini; 
to  prevent  the  occurrence  of  shigellosis. 
Increasing  multiple  resistance  in 
Shigalla  commoidy  thwarts  local 
lhera|)ies. 

Potential  (Commercial  Applications 

•  One  component  of  a  nudtivalent 
Shigellosis  vaccine  under  development 

•  Research  tool 

(Competitive  Advantages 

•  Low  cost  |)rodnction 

•  Lower  co.st  vaccine 

•  Oral  vaccine — no  needles  nxiuired 

•  remperatnre-stahle  manufacturing 
])roces.s — avoids  need  for  refrigiiration 
(luring  vaccine  di.strihution 

D(‘velopm(!nt  Stage 

•  Pre-clinical 

•  In  vitro  data  available 

•  In  vivo  (lata  available  (aidmal) 
Invantors:  Dennis  ).  Kopecko  and 

Madushini  N.  Dharmasima  (FDA/(CBER) 

Publication 

niianuas(!ua  MN.  (4  al.  .Sliihle  fCxpnission  ol 
.Slug(!lla  soiiiuu  l''()rm  1  O-l’otvsacchiiride 
(Cmuis  K(!(:()iul)iu(!(!r(!(l  into  du; 
(Chromosonu!  of  Live  .SalinoiKdla  Oral 
V'aceiiie  Veelor  'rv2  la.  Ini  )  M(!(l 
Microbiol.  2018  (accripled). 

Intallactnal  Piopavty:  HH.S  Reference 
No.  E-l()8-2()12/() — U.S  A])i)lication  No. 
()1/7()1,989  filed  17  .Sep  2012 

Licansing  Contact:  Peter  A.  .Soukas: 
8()l-48.')-4()40;  sonkasp@inail.nih.gov 
Coiiabovativa  Rasaarch  Opportnnitv: 
The  FDA  ("enter  for  Biologies 
Evaluation  and  Research  is  seeking 
statements  of  capability  or  interest  from 
parties  intere.sted  in  collaborative 
research  to  further  develop,  (ivaluate  or 
commercialize  oral  .Shigellosis  vaccine. 
For  collaboration  o])i)()rtunities.  please 
contact  Dr.  Dennis  ).  Kopecko  at 
(Iannis. kopacko@f (la. hhs.gov  or  801- 
001-8889. 

I)at(!(l:  f’cbruarv  1.  2018. 

Richard  II.  Kudrigui;/.. 

Diraclor.  Division  ofTachnoiogv  DcvalopinanI 
(iiul  Tmnsfar.  Office  of  Technology  Tninsfer, 
.Xolionnl  Inslilnles  oflleollh. 

|FK  Hoc.  2(U8-()2H:i4  Filad  2-7-18;  K:4.'i  and 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Institute  of  Diabetes  and 
Digestive  and  Kidney  Diseases;  Notice 
of  Closed  Meetings 

Pursuant  to  section  10((1)  of  llu; 
b’edend  Advisory  (Committee  Act.  as 
amen(l(!(l  (.')  Ib.S.d.  A])]).),  notice  is 
hereby  given  of  the  following  nuudings. 

The  meetings  will  he  closed  to  the 
])ul)lic  in  accordance  with  the 
jirovisions  set  forth  in  sections 
.').')2h(c)(4)  and  .'5.'-)2t)(cKO),  Title  .'I  IJ..S.(:., 
as  amended.  The  grant  ap])licati()ns  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
])roperty  such  as  iiatentahle  material, 
and  ])ers()nal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  con.stitute  a  clearly  unwarranted 
invasion  of  jiersonal  jirivacy. 

Maine  of  Committee:  Nalional  Insliliiti!  of 
l)ial)(!l(!S  and  Digoslixa;  and  Kidnov  Disixisos 
.Special  Hinpliasis  Panol;  Ibda-Lell  Function 
and  (lognilion. 

Date:  March  4.  201 8. 

'Time:  8:00  |).m.  to  4:00  p.ni. 

/l”(.‘/i(/(;;  To  r(!vi(!\v  and  ovalnali!  grant 
ajiplical  ions. 

Place:  Nalional  lnslilnl(!s  of  I  Uiidih.  Two 
Dcinocraev  I’la/.a.  0707  Domocraev 
l{onl(!var((.  Hclliosda.  Mil  20802.  ('folciihoiH! 
(lonferonce  Call). 

Contact  Person:  Harbara  A.  Woynarowska. 
Pli.D..  .S(:i(!nlific  Keviinv  OITicor,  Roviinv 
liranch.  1)F.\.  NIDDK.  National  lnstilul(!s  of 
Iloallh.  Room  7.84.  (>707  Dimioc.racv 
Monlovard.  Holhosda.  Ml)  20892-.8T')2.  (801) 
402-71 72.  \vovnaro\\’skab@ni(l(lk.nih.gov. 

Name  of  Committee:  National  Instiinto  of 
l)iab(!l(!s  and  l)ig(!sti\  (;  and  Kidnov  l)is(!as(!s 
Siiocial  Fmi)hasis  Panol;  NIDDK  R24  SEP. 

Date:  March  4.  2018. 

Time:  12:80  ]).m.  to  1:80  p.m. 

To  roviow  and  ovalnato  grant 
apiilicalions. 

Place:  Nalional  Instiinto  of  Ihiallh. 
Bolhosda.  Ml)  20892.  (Tolo])hono  (lonhinmco 
Call). 

Contact  Person:  Xiaodn  Cno.  Ml),  Pli.D.. 
.Sciontific  Roviow  OITicor.  Roviow  branch. 
DEA.  NIDDK.  Nalional  Insliintos  of  Iloallh. 
Room  701.  0707  Domocraev  Honhivard. 
Holhosda.  Ml)  20802- .84.82'.  (801)  804-4710. 
gnox®e\tra.ni(l(lk. nih.gov. 

Maine  of  Committee:  Nalional  Instiinto  of 
Dial)ot(!s  and  Digostiv(!  and  Kidnov  Disoasos 
Spocial  Emphasis  Panol:  Livor  Rolal(!(l 
Ancillarx’  .Studios. 

Date:  March  18,  2018 

'Time:  1:80  ]).m.  to  8:00  p.m. 

Ageiuhc'l'o  roviow  and  ovalnato  grant 
ap])licali()ns. 

Place:  National  Inslitnlos  of  Iloallh,  'fwo 
Domocraev  Plaza,  0707  Domocraev 
Hoidovard',  Holhosda,  Ml)  20892,  (Toloi)h()no 
(ionforonco  Cidl). 

Contact  Person:  Paid  A,  Rushing,  Pli.D,, 
.Sciontific  Roviow  OITicor.  Review  Hranch. 
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Dl'JA,  NllJlJK.  Nalional  Instiliilcis  of  I  Uiallli, 
Room  747.  0707  nomocracy  Hoiilovard. 
H(!l!l(!S(la.  Ml)  20H<)2-."i4,a2.  OOl)  .a‘)4-}ta<).5. 

N(ini(‘  nj  (kmunittiur.  National  Inslitnio  of 
l)ial)(;l(!s  ami  l)i”(!sli\’(!  and  KidniiV  l)is(!as(!s 
S])(!cial  Hm])liasis  Ramd;  Limilcal 
(:om])(dition  lor  lln;  (lonlinnation  ol  Look 
Alll'iAl)  (Action  tor  Ihiallli  in  Diaboltis) 
(lonsoi  linm  (I JO  1  )-Rl''A-l)K  12-.a02. 

Dale:  March  14.  201:5. 

I'inur.  1  1:00  a.m.  to  .a:00  ]).m. 

Amanda :'l'n  rcn'icw  and  ovalnato  ‘■rani 
a|)|)licalions. 

Phico:  National  In.slilnlos  of  lloallh.  Two 
nomocracy  I’la/.a.  (5707  nomocracy 
Honlovard.  Ilolho.sda.  Ml)  20802.  ('1'o1o])1ioih; 
{Jonldronci!  CJall). 

(A)nl(irl  P(irs()n:  Najma  15{;gmn.  I’h.l).. 
Scimililic  Ko\  iow  OHicor.  Rovicnv  Branch, 
DBA.  NinnK.  National  Inslitutos  oi' I loallli. 
Room  740,  0707  nomocracy  Boulovard, 
Bothosda,  Mil  20802-,a4.12'.  (:501)  ,')04-8804, 
l)(‘}iiimn@ni(l(lk.iiili.^o\'. 

Ndint^  oj  Nalional  Inslitnto  of 

nial)otos  and  Digoslivo  and  Kidnov  Discvisos 
S])(!cial  Bmpliasis  I’amd;  NlllDK  Ane:illarv 
Studios. 

March  \5.  201 :5. 

'I'inur  10:;50  a.m.  to  12:00  p.m. 

AgandnPVo  niviow  and  ovalnato  grant 
a])plicalions. 

Pidcn:  National  Instilnlcis  ol  1  loallli.  Two 
nomocracy  IMa/.a.  0707  nomocracy 
Bonlovard,  Bothosda.  Ml)  20802,  (Toloiihono 
Conloronco  Call). 

(ionidct  Parson:  'Vhoums  A.  Talliam.  I’li.l)., 
Scionlil'ic  Roviow  Oliicor.  Roviow  Branch. 
DBA,  NinnK.  Nalional  Inslilnlos  ol  I  loalth. 
Room  700,  0707  nomocracy  Bonlovard. 
Bolho.sda.  Ml)  20802- .14,12'.  (:501)  104-:500:5, 
ldlI}(nnl@nunl.nih.;^o\'. 

\hnna  of  Coinmidaa:  Nalional  Instiinto  of 
Diahotos  and  Digostivo  and  Kidnov  IDisoasos 
S])ocial  Bmiihasis  I’anol;  Limitod 
Compolilion  Acuto  Kidnov  Injury. 

Do/o;  March  20.  201 :5. 

'I'inur  11:00  a.m.  to  2:00  ji.m. 

Aganddi'W)  roviow  and  ovalnato  grant 
a])])licalions. 

Pidca:  Nalional  Instilntos  ol  1  loalth.  Two 
nomocracy  Plaza,  0707  nomocrai:v 
Bonlovard.  Bothosda,  Ml)  20802.  (Tolophono 
Conl'oroni:!!  Call). 

(iontdcl  Parson:  Rohorl  Wollnor.  Ph.!).. 
.Sciontilic  Roviow  OlTicor.  Roviow  Branch. 
DBA.  NinnK.  Nalional  Instilntos  ol'  1  loalth. 
Room  700.  0707  nomocracy  Bonlovard. 
Bothosda.  Ml)  20802-1412.  :501-104-4721 , 
rw’1 75\v&nih.‘>ov. 

Noma  of  (ionuniHaa:  National  Inslitnio  of 
Diahotos  and  Digostivo  and  Kidnov  Disoasos 
S])ocial  Bmjihasis  Panol:  R24  Collahoralivo 
lnlordisci])linarv  Toam  Scionco-:!. 

Data:  Marc:h  27.  201,'5. 

'I'inur  1::50  p.m.  to  :5::50  |).m. 

Agaiuhr'l'a  roviow  and  ovalnato  grant 
a;)|)licalions. 

Pldca:  Nalional  Instilntos  of  1  loalth.  Two 
nomocrac:y  Plaza.  0707  nomocracy 
Bonlovard.  Bothosda.  MI)  20802.  (Tolophono 
Conloronco  Call). 

(Jonidcl  Parson:  Ann  A.  lorkins,  Ph.l).. 
Sciontilic  Rciviow  OITiccn',  Roviow  Branc:h. 
DBA.  NIDDK.  Nalional  Institntos  Of  lloallh. 


Room  710.  0707  nomocrac:y  Bonlovard. 
Bothosda.  Ml)  20802-1412.  ;)01-104-2242, 
iarkinsd@niddk.nih. gov. 

.\'dina  of  (ionnnitlaa:  Nalional  Inslitnio  of 
Diahcilos  and  Digostivo  and  Kidiusv  nis(!as(!s 
Spocial  Bmphasis  Pamd:  R24  Collahoralivo 
lnlordisci])linary  Tiiam  .Scionc(!-8. 

Ddia:  April  1 .  201 :5. 

'I'inur  2:00  p.m.  to  :5::50  p.m. 

Agando:  To  rovicnv  and  cnadnato  grant 
applications. 

PIdca:  Nalional  Inslilnlos  of  lloallh.  Two 
nomocracy  Plaza.  0707  nomocracy 
Bonhivard.  Bothosda.  Ml)  208!)2,  (Tolophono 
Confonmeo  Call). 

Conidcl  Parson:  Ann  A.  jorkins.  Ph.D.. 
Sciontilic  Riiviow  Oliicor,  R(!viow  Branch. 
DBA.  NinnK.  National  Institntos  of  lloallh. 
Room  71?).  0707  Dcanocracv  Bonlovard. 
Bothosda.  Ml)  20802-1412'.  .'501-104-2242. 
jarkinsd@niddk.nih.gov. 

\kiina  of  Coinmittaa:  Nalional  Inslitnto  of 
Diaholcis  and  Digostivo  and  Kidnov  Disoa.siis 
Spocial  Bm])hasis  Panol;  R24  Collahoralivo 
Inlordisciplinary  Toam  Scioncr; — 1. 

Do/o;  April  2,  201:5. 

Tima:  2::50  p.m.  to  4::50  p.m. 

Agandn:  To  roviow  and  (ivalnati;  grani 
ap])lications. 

PIdca:  National  Inslilnl(;s  of  lloallh.  Two 
nomocracy  Plaza.  0707  Dcmiocracy 
Bonlovard,  Bothosda.  Ml)  20802,  (Tolophono 
Conforonc(!  Call). 

(ionidcl  Parson:  Ann  A.  lorkins.  Ph.l).. 
.Scionlil'ic  Rovitnv  Oliicor.  Roviow  Branch, 
DBA.  NinnK.  Nalional  Instilntos  of  1  loalth. 
Room  710.  0707  nomocracy  Bonhivard. 
Bothosda.  Ml)  20802-1412.  .'501-104-2242. 
jarkinsd@niddk.inh.gov. 

(Catalogno  of  Bodoral  Donuislic  Assislancc; 
Program  Nos.  o:5.847.  Dialados. 

Bndocrinology  and  Molaholic  R(;s(!arch: 
0:5.848,  nigosliv(!  Disoasos  and  Nutrition 
R(!S(!arch;  0:5.840,  Kidnoy  Disoasos,  Urology 
and  llomalologv  Rcjsoarch,  Nalional  lnslilnt(;s 
of  lloallh.  ibis') 

Datod;  Bohrnary  1.20i:5. 

David  Clary, 

Program  Aiudyst.  Offiaa  ofpadardi  Advisorv 
Coinmittaa  Poliav. 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Cancer  Institute;  Notice  of 
Meeting 

Pur.suant  to  section  1()(a)  of  the 
Federal  Advisorv  Coniinittee  Act,  as 
amended  (.1  U.S.C.  App.),  notic;e  is 
hereby  given  of  a  meeting  of  the 
National  Cancer  Institute  Director’s 
Consumer  Liaison  Crou]). 

The  meeting  will  he  open  to  the 
jnihlic,  with  attendance  limited  to  sjiace 
available.  Individuals  who  plan  to 
attend  and  need  special  assistance,  such 
as  sign  language  interpretation  or  other 


reasonable  accommodations,  should 
notify  the  Contact  Person  li.sted  h(;low 
in  advance  of  the  meeting. 

Xdina  of  Coinmittaa:  Naliomd  Ciincer 
Institute  Diniclor's  ConsiiimM-  Idaison  Croup 

Data:  March  18-lt).  20i:5 

Tima:  ?);()()  a.m.  to  1  :l)()  p.m. 

Agandn:  March  18.  201 :5 — Informed 
Consenl  for  Cenomic  Res(!arch:March  1?), 

201 :5.  March  18.  20i:51n — formed  Consenl  for 
Ccaiomic  Riisearch: 

Phica:  National  Inslilntcis  of  Health. 
Building  :51.  C  Wing.  Oth  Floor.  Coiderencc; 
Room  10,  :51  C(!nt(!r  Drive,  BelluJsda.  Ml) 
20802. 

Contdct  Parson:  Kelli  Marciel,  Director. 
Office;  of  Advocacy  Relations.  Nalional 
Cancer  Institute.  National  Institutes  of 
ll(;alth.  :51  C(;nl{;r  Drive.  Building  :51.  Room 
10A28.  Belhesda.  Ml)  20802.  :501-104-:51?)4. 

Any  interested  person  may  file  writtein 
comments  with  the  committee  hv  forwarding 
the;  statem(;nl  to  the  Contact  P(;rson  lisl(;d  on 
this  notice;.  The;  sl;ile;me;nl  she)ulel  ine:luele;  the; 
name;,  aelelress.  te;le;i)he)ne;  numhe;r  anel  whe;n 
a])plie:ahle;.  the;  husine;s.s  err  |)re)fe;.ssie)n;il 
affilialie)!!  e)f  the  inle;re;sle;el  pe;rsem. 

In  Ihe;  inle;re;sl  eif  se;e:urily.  Nil!  has 
inslilule;el  stringent  ])re)e:e;elure;s  fe)r  e;nlrcme:e; 
eenle;  Ihe;  Nlll  e:ainpus.  All  visileer  ve;hie:le;s, 
ine:lneling  ta\ie;al)s.  heitel.  anel  airpeirl  shultle;s 
will  he;  inspe;e:le;el  he;fe)re;  he;ing  iille)we;el  ein 
e:am])us.  V'isiteirs  will  he;  ;iske;el  le)  she)w  eine; 
feirm  e)f  ieli;nlifie:;ilie)n  (feir  e;xample;,  ii 
ge)ve;rnme;nt-issue;el  iilmie)  ID.  elrive;r’s  lie:e;nse;. 
e)r  p;iss])e)rt)  anel  te;  stale;  Ihe;  purpe)se;  e)f  lhe;ir 
visit. 

InfeeriUiitie))!  is  alse;  available  e)u  the; 
lnslilule;'s/Ce;nte;r'.s  he)me;  |)age;: 
daninfo.nai. nih.gov/ddvisorv/dclg/dalg.htm. 
where;  an  age;nela  anel  iinv  aeleliliejiiiil 
infe)rmalie)n  fe)r  the;  me;e;ling  will  he;  |)e)sle;el 
whe;n  available;. 

(Cal:ele)gue;  e)f  Be;ele;ral  Deemestie:  Assistane;e; 
l’re)gram  Ne)s.  0:5.:502.  Cane:e;r  Ce)nstrue:lie)n: 
0:5.:50:5.  Cane:e;r  Cause  anel  Pre;ve;ntie)n 
Re;se;are:h:  0.'5.:504.  Cane:er  ne;le;e:tie)n  anel 
niagne)sis  Re;se;are;h:  0:5.:50.).  Cane:e;r 
'rre;atme;nl  Re;se;are:h:  0,'5.:500.  Cane:e;r  Bie)le)gy 
Re;se;are:h;  0;5.,'507.  Cune:e;r  Ce;nle;rs.Suppe)rt: 
fl.'5.;508.  Cane:e;r  Re;se;are:h  Manpe)we;r;  0:5.30t). 
Cime:e;r  Cemire)!.  Naliemal  Institutes  e)f  lle;alth. 
IBIS) 

nale;el;  Ke;hruarv4.  201 :5. 

Mf;lanie; ).  Cray, 

Program  Analyst.  Offiaa  ofPadaral  Advisory 
Coinmittaa  Policy. 

|FK  Ueee:.  2()i:)-028:i7  File;el  2-7-1:):  8:4.'>  ain| 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Institute  on  Minority  Health 
and  Health;  Disparities  Notice  of 
Meeting 

Pursuant  to  seiction  lt)(el)  of  tho 
Fodoral  Advisory  Committoe;  Act.  as 
amondod  (5  IJ.S.C.  App.),  notice  is 
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lieniby  given  of  a  meeting  of  the 
National  Advisory  ('.onneil  on  Minority 
Health  and  Health  Disparities. 

The  iiKUiting  will  he  optm  to  the 
piihlic  as  indicatiul  helow.  with 
attendance  limited  to  space  available. 
Individuals  who  |)lan  to  attend  and 
need  special  assistance,  such  as  sign 
language  interpretation  or  oth(!r 
rea.sonahle  accommodations,  should 
notify  theC'.ontact  Ferst)n  li.stiul  helow 
in  advance  of  tin;  meeting. 

The  meeting  will  he  clo.sed  to  tin; 
|)nhlic  in  accordance  with  the 
provisions  .s(;t  forth  in  .s(!ctions 
.'iri2h(c){4)  and  5.'j2h(c)((i).  Title  .'i  ll.S.C.. 
as  amended.  The  grant  applit:ations 
and/or  contract  projxKsals  and  the 
discussions  could  disclose  confidential 
trade  secrets  or  commercial  pro|)erty 
siu  h  as  patentable  material,  and 
jXir.sonal  iidormation  concerning 
individuals  associated  with  the  grant 
applications  and/or  contract  proposals, 
the  di.sclosun!  of  which  would 
constitute  a  cUnirly  nnwarrantiid 
invasion  of  j)ersonal  privacv. 

•Wi/ne  of  Commilttu':  National  .\(i\  isor\’ 
Council  on  Minorilv  I  health  and  ll(!allli 
Disparilii^s. 

Dalo:  l-’cihniai'v  2().  201  :i. 

(jinsrd:  H:00  a. in.  to  ‘)::i()  a. in. 

Afiondot'Vo  n!\'i(!w  and  (palliate  grant 
applications  and/or  ])ro])osals. 

Pidco:  National  Inslilntes  of  I  lealtli. 

National  Institute  on  Minoritx'  Health  and 
Health  Dispariliiis.  Ii7()7  Democracy  HKd.. 

Km.  H4‘l.  Hetliesda.  MD  20«<)2. 

Dpeii;  0:;i()  a.m.  to  ."v.OO  p.m. 

/\ge;idfi:  Till!  agenda  will  include  o|)ening 
remarks,  administrative  matters.  Director’s 
Ki^port.  Nil!  Health  Disparities  u|)date.  and 
other  Imsiness  of  the  Omncil. 

Place:  National  Inslilutes  of  Health. 
National  Instilute  on  .Minority  Ihialth  and 
Health  Disparities.  (i707  Democraev  itlvd.. 
Km.  840.  Itidhesda.  MD  20802. 

CJontacI  Person:  Donna  Itrooks.  Kxeentivi! 
C)ffi{;er.  National  Institntes  of  Health. 

National  Institute  on  Minority  Health  and 
Heath  Disparities.  0707  Dmnocraev  Hhd.. 
.Suite  800.  itethesda.  MD  20802.  (801)  48.5- 
21 8.5.  hrooksd&jncinhd.nilr^ov. 

Any  member  of  the  public  inlenisted  in 
presenting  oral  comments  to  the  committee 
may  notify  the  Contact  i’erson  listed  on  this 
notice  at  least  10  davs  in  advanci;  of  the; 
meiOing.  Interested  individuals  and 
r(!presenlalives  of  organi/.ations  ma\'  siihmit 
a  letter  of  intent,  a  brief  (hiscription  of  tin; 
organization  re|)r(!S(!nt(!d.  and  a  short 
description  of  the  oral  |)r(!sentation.  Only  one 
re|)r(!S(!nlaliv(;  of  an  organization  mav  bt; 
allowisl  to  pr(;sent  oral  comimaits  and  if 
acc(!pled  by  tlu!  committiu;.  prciscadations 
may  lx;  limilial  to  five  minutes,  both  |)rinl(;d 
and  (dectronic  copicis  are  napu-sted  for  tlu; 
record.  In  addition,  any  interestcul  ixsrson 
may  lih;  writtxai  comnumts  with  tlu; 
committet!  by  forwarding  th(!ir  statement  to 
the  Contact  Pcirson  listcid  on  this  notice.  The 
stat(mi(;nt  should  includ(!  tlu;  name,  addntss. 
leh;|)hon(!  nmnlxa'and  whem  ap))licable.  the 


hiisiiHiss  or  |)rofessional  affiliation  of  the 
int(!rest(!d  pcirson. 

Datcid:  l•’ebrnarv  4.  2t)18. 

David  Clary, 

Proifiani  Aiudvsl.  Office  ofpedend  Advisory 
Ooinniiltee  Policy. 

It'K  Doc.  :'(n:t-(l2«42  I'ihsl  2-7-i:t:  tl:4.5  iini| 
BILLING  CODE  4140-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Institute  on  Aging;  Notice  of 
Closed  Meetings 

Pur.suant  to  .section  l()(d)  of  the 
Federal  Advi.sory  Q)mmittee  Act,  iis 
amended  (.5  U.S.C.  A])j).),  notice  is 
hereby  given  of  the  following  meetings. 

'I’lie  meetings  will  he  clo.sed  to  the 
])uhlic  in  accordance  with  the 
provisions  set  forth  in  .sections 
.5.52h(c)(4)  iind  .5.52h(c)(l)),  Tith;  .5  IJ..S.C.. 
as  amended.  The  grant  applications  and 
the  di.scussions  could  disclo.se 
confidential  trade  siicrets  or  commercial 
property  siu:h  as  i)atentahle  matcnial. 
and  |)ersonal  information  comaniiing 
individuals  a.ssocaated  with  the  grant 
applications,  the  disclosure  of  which 
would  c:onstitute  a  clearly  unwarrantiul 
invasion  of  personal  privacv. 

\'aine  of  Connnitlee:  National  Instilute  on 
Aging  .Sjiecial  Ivmiihasis  l’aii(!l:  CAI.FKII-; 
Dataset. 

I)(de:  March  7.  21)18. 

'I'iine:  1:t)t)  p.m.  to  4:00  |).m. 

Af’eiuhc'Vo  n!view  and  (ivalnale  grant 
a|)|)licati()ns. 

Place:  National  Institute!  on  Aging. 

(Jaleway  building.  Koom  2(^212.  7201 
Wisconsin  AveniU!.  belhesda,  MD  20802. 
(Telephone  tioidciniiice!  Call). 

Oonlact  Person:  Kcibecca  ).  I•'err(!ll.  I’h.D.. 
.Scientific  K(!vi(!W  Officer.  National  Inslilnli! 
on  Aging.  Cateway  building.  Koom  2(i212. 
7201  Wisconsin  AveniU!.  belhesda.  MD 
20892.  8()1 -41)2-771)8.  /ene//;7@jm//7.m'/i.gm'. 

Xante  of  Oonunitlee:  National  Instilute!  ein 
Aging  .S|)e!e:ial  limphasis  l’ane!l;  He!allh  anel 
.\ging  Tre!nels. 

Date:  Mare;h  7.  2018. 

Time:  4M)  p.m.  lei  .5:00  i).m. 

A}>enda:'\'o  re!vie:w  anel  eevaluate!  grant 
applie:alie)ns. 

Place:  Demble!  rre!e!  by  lliltein  He)le!l 
bi!lhe!sela.  8120  Wise:onsin  .'\ve!mie!.  bi!lhe!sela, 
MD  20814,  (Te!le!e:emfe!re!ne;e‘). 

OonlacI  Pt'fson:  )e!:me!tle!  b.  jeihnsem.  I’h.D., 
.Se:ie!nlifie;  Ke!vie!W  ()ffie:e!r.  Naliemal  Institute! 
em  Aging.  Naliemal  lnstitule!s  eel  I  ie!iillh. 
(;ale!way  buileling.  Keiejin  2(;212.  7201 
Wise;e)nsin  Ave!nue!.  be!lhe!sela.  MD  20892. 
801-402-7705,  johnsonjU&nia.nih.^’ov. 
((ialale)gue!  etf  Feeeleeral  De)me!stie:  Assislane:e! 
I’re)gram  Ne)s.  98.81)0.  Aging  Ke!se!are:h. 
Nalie)nal  lnslitute!s  eel  I  leallh.  1 11 LS) 


Dale!el:  Fe!bruarv  4.  2018. 

Meelanii! ).  Cray, 

Pro<>rain  Analyst.  Office  of  Federal  Advisory 
Oominittee  Policy. 

Il'K  Doe:.  2()1:!-()2K:)«  Fileul  2-7-18:  8:4.5  ani| 
BILLING  CODE  4140-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Eye  Institute;  Notice  of  Closed 
Meeting 

Pursuant  to  section  l()(el)  of  the 
Federal  Advi.sory  (iommittee  Act.  as 
amended  (.5  l)..S.C.  Apji.),  notice  is 
heieihy  given  of  the  following  meetings. 

'rh(!  meeitings  will  he  clo.sed  to  the 
])uhlic  in  accordance  with  the 
provisions  set  forth  in  sections 
.5.52h(c)(4)  and  .5.52h(c){()).  Title  .5  l)..S.C., 
its  amended.  The  grant  ajiplications  and 
the  discu.ssions  could  di.sclose 
confidential  trade  .secrets  or  commercial 
proi)erty  such  as  ])atentahle  material, 
iind  |)ersonal  inforniiition  concerning 
individuals  associated  with  the  grant 
iipplications.  the  disclosnri!  of  which 
would  con.stitute  it  clearly  unwarrant(!d 
invasion  of  personal  privacy. 

Xante  o/Comm/llee;  National  I'iyi!  Inslilulu 
.S|)(!cial  Fm|)hasis  Pau{!l;  Nld  Core!  CranI 
(P80)  Applications  and  Training  (haul  (K) 
A|)|)licalions. 

Date:  March  8.  2t)l  8. 

Time:  8:80  a.m.  to  5:1)1)  |).m. 

A^enda:'\'o  r(!vi(!w  and  (waluati! grant 
a])plications. 

/’/ucf!;  National  lnstitul(!s  ofH(!allh.  51)85 
Fishers  baiK!.  b(!th(!sda,  MD  20892. 

(Jontact  Persoit:  Anne  F  .SchaffiK!!'.  Ph.D., 
(ihi(!f.  Sci(!nlific  K(!view  branch.  Division  of 
Fxiramural  Kescsirch.  National  lyve  Institute!. 
National  Institutes  of  Ihuilth.  51)85  Fish(!r.s 
Lane.  .Suite!  1800.  M.SC  9800.  801-451-2020, 
aes'finei.nili.goy. 

Xante  of  Committee:  Naliemal  Eve!  Institute 
.S|)(!e:ial  Emi)hiisis  P;me!l:  NEl  Clinic.il 
Ap|)lie:alie)ns. 

Date:  Mare:h  It.  2018. 

Time:  8:00  ii.m.  to  5:00  p.m. 

A<ieitda:'l\)  re!vie!W  anel  eex'idmile!  gnmt 
ap])lie:alie)ns. 

Place:  Natieenal  lnstitide!s  e)f  Heealth.  51)85 
Fisheers  Lane!.  be!lhe!sela,  MD  20892. 

Coittact  Person:  brian  Heishiiw,  I’h.D.. 
.Se:ie!nlifie:  Ke!vie!W  ()ffie;e!r,  Divisiein  e)f 
Ixxinunund  Ke!se!iire:h.  Niilieuial  live!  Inslilede!. 
Niiliemid  lnslilule!s  e)f  He!;illh.  51)85  Fishe!rs 
Lane.  Suite!  1800.  M.SC  9800,  801-451-2020. 
ItosItawhi'Jntail.itilt.i’oy. 

.\'ante  of  Committee:  Niilieimil  Eye!  Institute! 
.Spe!e:iiil  l'8U|)hiisis  Panel;  NEl  C.liniciil 
A])plie:;ilie)ns. 

Date:  Mare:h  14.  2018. 

Tinte:H:M)  ei.in.  le)  5:00  p.m. 

/\gf!ne'/f;;  Te)  re!view  anel  eevalmile!  griinl 
ap])lie:iitie)ns. 

Place:  Hiltein  (hirdeen  Inn,  7801  Waveerly 
Slre!e!t,  beethesehi.  MD  21045. 
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('onlarl  Parson:  |(!aii(!)t(!  M  llossoini,  I’li.D.. 
Sciiaililic  Kcn’iow  OITicdr.  Division  ol 
Exinnmiral  Kciscxircli,  National  Eyo  Insliliitc!. 
National  Institntos  ol’ 1  loalth,  .^035  iMshors 
Lano.  .Snito  131)0,  MSC  0300,  301-4.51-2020, 
ja(inolloh@nuiil.nili.<^o\'. 

((',atalo<>iu!  ol  l''(!(l(!ral  Donuislic  Assistance! 
I’rof’ram  Nos.  03.H()7.  Vision  Reiseiarch, 
National  In.stitnteis  ot  I  l(!allli.  HI  IS) 

Dal(!(l:  l'’(:l)niarv  4.  2013. 

Molanio  ).  (iray, 

Pro}>r(iin  Anolvsl.  Oljico  ol  Padaral  Advisory 
(ion nniltoa  Policy. 

II’K  Doc.  21)13-02841  l•'illl(l  2-7-13;  8:4.5  am] 
BILLING  CODE  4140-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Institute  of  Allergy  and 
Infectious  Diseases;  Notice  of  Closed 
Meeting 

Fursuiint  to  section  l()(d)  of  the 
E’etleral  Advisoi'v  Coniinittee  Act.  tis 
amended  (.5  IJ.S.O.  A])]).),  notice  is 
liereliy  given  of  the  following  meeting. 

The  meeting  will  he  clo.sed  to  the 
piihlic  in  accoidiince  with  the 
])rovi.sion.s  set  forth  in  sections 
5.'i2h(c)(4)  and  r).'’j2h(c)((i).  Title  5  D.S.C., 
as  amended.  I'he  giant  applications  and 
the  (liscu.ssions  could  di.sclose 
confidential  trade  .seciets  or  commercial 
pro|)erty  such  as  ])atentahle  material, 
and  personal  Information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  con.stitute  a  clearly  unwarranted 
invasion  of  peisonal  jirivacv. 

i\’<nni;  of  CVaa/inl/ee;  National  Institute  of 
Allergy  and  Infectious  Diseas(!s  S])ecial 
Emphasis  Panel:  Develo|nnenl  of  Medical 
(iount(!rmeasures  for  Post-Exposure 
Mitigation/'I’reatment  of  Injuries  Residtiug 
l'’roin  a  Radiatiou/Nuclear  Incid(!nl  (IJOl). 

n(di;:  March  (i-7.  21)13. 

Tinw:  8:00  a. in.  to  0:00  p.in. 

Agond(i:'\\}  riiviciw  and  ex'aluati!  grant 
applications. 

P/uce;  Sheraton  Silver  S|)ring  Hotel.  8777 
(Jeorgia  AveniU!.  Silviir  S])ring.  Ml)  20t)10. 

(iontoci  Person:  Lakshmi  Rainachandra. 
Ph.l)..  Scientific  R(!vi(!w  Ofticiir,  Scicinlific 
Review  Program,  Division  of  Extramural 
Activities.  National  Institutes  of  Health/ 
NIAID,  0700B  Rockhulge  Drive.  Room  3204, 
15(!thesda.  MI)  20892-7010.  301-402-5058. 
r(nna(:lnin(lr(d<!J}niai(l.nili.<ioy. 

(Halalogiu!  of  luidiiral  Domestic  Assistanc:e 
Program  Nos.  93.855.  Allergv.  Immunology, 
and  'fransplantation  Rtisiiarch:  93.850, 
Mic;rohiology  and  Infectious  Diseascis 
Restiarch,  National  Institutes  of  Health.  HHS) 


Dattid:  Eehruary  1,  2013. 

David  (ilary, 

Proiirain  Aiudvsl,  Office  of  Pedend  Advisory 
Ooinmitlee  Policy. 

IKK  Doc.  201:1-02835  Piled  2-7-13:  8:45  iiin| 

BILLING  CODE  4140-01-P 

DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Institute  of  Mental  Health; 
Notice  of  Closed  Meetings 

Piirsnanl  to  .suction  1()((1)  of  tho 
Fudural  Advi.sory  Committuu  Act,  as 
amundud  (.5  IJ..S.C].  App.),  noticu  is 
huruhy  given  of  Ihu  following  meetings. 

The  meetings  will  he  closed  to  the 
public  in  accordance  with  the 
jirovisions  set  forth  in  .sections 
r).52h(c)(4)  and  .5.52b(c)((i),  Title  5  U.S.C.. 
as  amended.  The  grant  a|)plications  and 
the  (li.scnssions  could  disclo.se 
confidential  trade  secrets  or  commercial 
jiroperty  such  as  ])atental)le  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privaev. 

\(inie  of  (ionnnitlee:  National  luKliluli!  of 
M(!ulal  Ihiallh  .Spiicial  Emphasis  Pan(!l; 
Eullowships  and  Dissertation  Hrauts. 

Dote:  Marcli  4.  2013. 

Time:  11;()()  a.m.  to  3:00  p.m. 

Agendo:  'I’o  review  and  evaluate  grant 
applications. 

Place:  National  lustilutes  of  Health. 
Neuroscience  Cienti!!'.  0001  I'lxecutive 
Boulevard,  Rockvilki.  Ml)  20852.  ('t’eleplioiu! 
Honfenince  (’.all). 

(ioidacl  Person:.  Marina  Broitmau.  Pli.D.. 
Sci(!ntific  Rewiew  Offici!!',  Division  of 
i'ixiramural  Activitiiis,  National  Institute  of 
Mental  Hcialth,  Nil  I.  Neurosci(!iu:e  (ienter, 
0001  Executive  Blvd..  Room  0153.  MSC  9008. 
Bethesda,  MI)  20892-9008.  301-402-8152. 
inhroilnuMinod.nih.^oy. 

.Vaine  of  Committee:  National  Institute  of 
Mental  Health  S])ecial  Emphasis  Panel: 
Intervention  (ionflicis  Paiuil. 

Date:  Marcli  (i.  2013. 

Time:  2:00  p.m.  to  5:00  p.m. 

Agenda:  'I’o  review  and  evaluate  grant 
applications. 

Place:  National  Institutcis  of  I  Icialth. 
Neuroscience  (kinter.  0001  Exiicntive 
Boulevard,  Rockville.  Ml)  20852.  ('I’lihiplione 
(ionference  (kill). 

Contact  Pf!7'.son;  Aileen  .Schidtc!.  Ph.l)., 
Sciiiutific  Review  Officer,  Division  of 
Extramural  Activiticis,  National  Inslituti!  of 
Menial  Health,  Nil  I.  Niiurosciiiiicc!  Cenl(!r. 
0001  l']xecutiv(!  Blvd..  Room  0140,  MSC  ‘)(j08. 
B(!lhesda.  MI)  20892-91)08.  301-443-1225. 
asclmlte@m<dI.nili.}ioy. 

i\ame  of  Committee:  National  Institute  of 
Mental  Health  Sjiecial  limiihasis  Panel:  R34 
HIV/AIDS  Interventions  and  Services. 

Dn/e;  March  7.  2013. 


'Time:  11:00  a.m.  to  2:30  ii.m. 

Agenf/o.  To  reviciw  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health. 
Neuroscience!  C(!nt(!r,  0001  Ex(!cutive 
Boulevard.  Rockville.  MI)  20852.  (Teh!phone 
(’,onf(!r(!nc(!  Call). 

Contact  Person:  David  \Y.  Milh!r.  Ph.l).. 
Sci(!nlific  R(!vi(!W  Officer.  Division  of 
Extramural  Activili(!S.  National  Institute!  of 
Me!nlal  He!allh,  NIH.  Ne!ure)se;ie!ne:e!  Ce!Ule!r. 
OOl'l  l';xe!e:utive!  BEVD..  Reiemi  ()140.  M.SC 
9008.  Be!the!sela.  MI)  20892-9008.  301-443- 
9734.  mdler(la@nudl.nih.<’oy. 

((kiteileigue!  eif  Ee!ele!nd  De)me!slic  Assisleme:e! 
Preigram  Neis.  93.242.  Me!ntal  He!cdlh  Re!se!iire:h 
Cnmts:  !)3.281,  .Se:ie!nlisl  De!ve!le)pme!nl 
Awarel.  Se:ie!nlisl  De!ve!le)])me!nl  .Award  feir 
Clinie:ians.  auel  Re!se!are:h  Se;ie!ntisl  Awarel: 
93.282.  Me!ntal  I  health  Natiemal  Reseeareeh 
Servieee  Awarels  feir  Reeseeiireeh  Training. 
Natiemal  Institutees  of  Ileealth.  HHS) 

Dcileeel:  l'’e!l)ruary  4.  2013. 

Carolyn  A.  Baum, 

Program  Aindyst.  Office  of  Federal  Advisory 
Committee  Policy. 

IPR  Doe:.  2()i:i-()28:i‘)  Fileeel  2-7-13;  8:45  and 
BILLING  CODE  4140-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

Center  for  Scientific  Review;  Notice  of 
Closed  Meetings 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (.5  U.S.C.  Aji]).).  notice  is 
herehy  given  of  the  following  meetings. 

The  meetings  will  he  clo.sed  to  the 
piihlic  in  accordance  with  the 
provisions  set  forth  in  sections 
.552h(c)(4)  and  .5.S2l)(c)((i).  Title  .5  U.S.C., 
as  amended.  The  grant  ajijilications  and 
the  (liscu.ssions  could  di.sclose 
confidential  trade  secrets  or  commercial 
jirojiertv  such  as  patentahle  material, 
and  per.sonal  information  concerning 
individuals  associated  with  the  grant 
ajiplications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  jiersonal  privacy. 

\’ame  of  Committee:  C.e.nU'.r  for  Sciciutific 
R(!vi(iw  Spi'cial  Emjihasis  Pan(!l:  SBIB 
P(!dialri{;  and  F(!lal  Aiiplications. 

Date:  E(!l)ruary  28.  2013. 

'Time: '2:00  p.m.  to  8;()()  i).m. 

Agenda:  To  r(!vi(!w  and  i!valual(!  grant 
apiilicalions. 

Place:  Naliomd  lnslilul(!s  of  I  h!allh,  8701 
Ro(:kh!dg(!  Drive!.  B(!lh(!sda.  MI)  20892. 

Contact  Person:  lohn  Firr(!ll.  Ph.l)., 
.S('.i(!ntifi(:  R(!vi(!w  ()ffi(:(!r.  (k!nl(!r  for 
S(:i(!nlifi(:  R(!vi(!W.  National  lnslilul(!S  of 
H(!allh,  8701  Ro(;kh!dg(!  Drive.  Room  5118. 
MSC  7854.  B(!lh(!sda.  MI)  20892.  301-43.5- 
2598.  firrellj@csr.iuh.goy. 

\'ame  of  Committee:  (k!nl(!r  for  S(:i(!nlifi(: 
R(!vi(!W  Special  Emphasis  Pam!!:  Po])ulalion 
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.Sc:iciu:i!s  and  lii)id(Mni{)l()<>y;  Mt!inl)(;r  ('.()nllic;l 
A|)plii:alii)nK. 

Ihiltr  Martli  4-.t.  2013. 

■/ H;()()  a. 111.  to  p.iii. 

Afifnif/a:  To  rnviinv  and  nvaliialo  <>ranl 
a]i|)lic;ati()nK. 

/Vdf.Y?:  National  Inslitnios  of  lloallli.  (>701 
K(M,kl(;d<>i!  llrivi!.  Holliosda.  Ml)  2()8!)2. 
(Virtual  Mooting). 

(Jonidcl  Ptd'son:  Karin  f  llolniors.  I’li.l).. 
.Sciontilic  Koviow  OHioiM',  (iontor  for 
.Sciontific  Koviow.  National  Institutiis  of 
Moalth.  (>701  Koc:klodgo  Drivo.  Kooni  '.IHiO. 
M.SC  7770.  Ifothosda.  Ml)  20(592.  :501-2.")4- 
997.^.  Iwinudskii  csr.nih.i’ov. 

\’(inu!  o|f.’oiiun;7/oo.  (lonlor  for  .Sciontific 
Koviow  .S]M!cial  liinpliasis  I’anohl’opniation 
Scioncos  and  Kpidoniiology:  Moinbor  ('.onflict 
,’\|)))lications 

D(il(r  March  4-.">.  2013. 

'I'inur.  H;()0  a. in.  to  .t;00  p.in. 

/\”o;i(/fi; To  roviow  and  ovaliiato  grant 
a))])lications. 

PI(ich:  National  Institiitos  of  I  health.  (>701 
Kocklodgo  Drivo.  llotliosda.  Ml)  20892. 
(N'irtual  Mooting). 

(Contact  Porsnn:  Karin  !■'  llolniors.  I’li.l).. 
.Sciontific  Kox  iow  Officor.  ('ontor  for 
.Sciiiiitific  Koviow.  National  Institiitos  of 
Hoaltli.  0701  Kocklodgo  Drivo.  Kooni  3100. 
M.SC  7770.  15(;tliosda.  .Ml)  20892.  301-2.54- 
997.5 .  hdlmorskucsr.nili.^nv. 

i\(nin!  o/  Co;iMn///oo:Coiilor  for  .Sciontific 
Koviow  .Spotdal  faniiliasis  I’anol:  I’.AK-IO- 
244:  Tlio  Collahorativo  (ionotic  .Studv  of 
Nicotino  Dopondonco. 

Ddlo:  March  .5-0.  2013. 

I'inu":  8:00  a. in.  to  5:00  p.ni. 

/Igonr/d.'To  roviow  and  ovaliiato  grant 
applications. 

Pldco:  National  Instilntos  of  I  loaltli.  0701 
Kocklodgo  Drivo.  hotliosda.  Ml)  20892. 
(Virtual  Mooting) 

(Jontdcl  Person:  hugono  Carstoa.  I’li.D.. 
.Sciontific  Koviow  Officor.  Contor  for 
.Sciontific  Koviow.  National  Institulos  of 
Hoaltli.  0701  Kocklodgo  Drivo.  Kooin  5194. 
M.SC  7840.  Bothosda.  Ml)  20892.  (301)  408- 
9750 .  (:drstedd®csr.nih.gov. 

.Vu/iio  of Connnilidd:  C.onU'.r  for  .Sciontific 
Koviow  .Spocial  Kinjihasis  I’anol;  I’AK  Panol: 
Dovidoinnont  of  Ajipropriato  Podiatric 
Pornuilations  and  Podiatric  Drug  Dolivorv 
.System. 

Dole:  March  5.  2013. 

Tinu;:  1:00  ji.in.  to  3:00  p.in. 

/\gonr/fi;To  roviow  and  ovaliiato  grant 
a|)])lications. 

/^/aco;  National  Institiitos  of  Hoaltli.  (>701 
Kocklodgo  Drivo.  Hothosda.  Ml)  20892. 
(Tolopliono  Oniforonco  (^all). 

(A)nldcl  Person:  Kohort  C  Klliott.  Ph.D.. 
.Sciontific:  Koviow  Officor.  (Contor  for 
Sciontific  Koviow.  National  Institulos  of 
Hoaltli.  ()701  Kocklodgo  Drivo.  Kooni  3130. 
M.SC  78.50.  Hothosda.  Ml)  20892.  301-43.5- 
3009.  elIiolro®(:sr.nih.;^o\'. 

S'dine  of  (A)minillee:  (.A'.n\e.r  for  .Si:ionlific 
Koviow  .Special  Kin])liasis  Panol:  Program 
Project:  Nanoimaging  (amlor. 

Date:  March  5-7.  2013. 

7Ymo;(>:00  p.m.  to  12:00  ]).m. 

/l"o;ida;To  roviow  and  ovaliiato  grant 
a])plicalions. 

PIdce:  National  liistilulos  of  1  loaltli.  0701 
Kocklodgo  Drivo.  Hothosda.  MI)  20892. 


(Ainidcl  Person:  losoph  Thomas  Polorson. 
Ph.D..  .Sciontific  Koviow  Officor.  (amlor  for 
.Sciontific  Koviow.  National  Institulos  of 
Health.  (5701  Kocklodgo  Drivo.  Kooni  41 18. 
M.SC  7814.  Holliosda.  Ml)  2()8<)2.  301-408- 
9094.  petersonjl®(:sr.nih.}’ov. 

((Yilalogiio  of  Podoral  Domoslic  Assistance 
Program  Nos.  93.300.  Coni|>arativo  Modicino 
93.333.  Clinical  Kosoarcli.  93.300.  93.333. 
93.337.  93. 393-93. 3<I0.  93.837-93.844. 
93.840-  93.878.  93.892.  93.893.  National 
liistilulos  of  I  loaltli.  I II  hS) 

Dated:  Pohriiarv  4.  2013. 

Molanio  |.  (>ray, 

/Vogmm  Anolysl.  Offie.e  ofPederol  Advisory 
Connnidee  Policy. 

IKK  Doc.  2()i;5-02«4()  2-7-i:t:  !l:4.5  aill| 

BILLING  CODE  4140-01-P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

Agency  Information  Collection 
Activities:  Request  for  Expressions  of 
Interest  (EOl)  To  Perform  a  Chemical 
Defense  Demonstration  Project 

agency:  Office  of  Hoaltli  Affairs 
Choiiiical  Dofon.so  Program.  I)HS. 

ACTION:  (iO-Day  Notice  and  riuiiiesl  for 
comments;  New  C’.ollection,  KiOl  — 
NFW. 

SUMMARY:  The  Deparlmenl  of  Homeland 
Security.  Office  of  fleallh  Affairs 
Ohemical  Defen.se  Program,  will  snlimit 
the  following  Information  Collection 
Reipiest  (KiR)  to  the  Office  of 
Management  and  Pndget  (OMB)  for 
review  and  clearance  in  accordance 
with  the  Paperwork  Reduction  Act  of 
199.5  (Pill).  L.  104-1 3.  44  D.S.O.  Chapter 
35). 

DATES:  (iomments  are  encouraged  and 
will  he  accepted  until  April  9.  2013. 

This  jirocess  is  conducted  in  accordance 
with  5  CFR  1320.1. 

ADDRESSES:  Written  comments  and 
questions  ahout  this  Information 
(Collection  Reijnest  should  he  forwarded 
to  Office  of  Health  Affairs  (Chemical 
Defen.se  Program,  DHS,  Attn.:  CAPT 
joselito  Ignacio. 

j()S(iIito.i<>na(:io@h(i.dhs.dov,  202-254- 
5738. 

SUPPLEMENTARY  INFORMATION:  I'he 
Chemical  Defense  Program  seeks  lo 
obtain  information  from  respondents 
interested  in  hosting  a  demonstration 
project  aimed  at  developing  a 
comprehensive  chemical  defense 
framework.  The  authoritv  for  the 
(Chemical  Defense  Program  to  collect 
this  information  can  he  found  in  Public 
Law  112-74,  Consolidated 
Aj)pro])riations  Act,  2012  and 
Conference  Rejiort  112-331. 


The  information  requested  on  the 
form  includes:  name  of  state,  local, 
tribal,  or  territorial  government  agency: 
address;  submitter’s  name,  position  and 
contact  information;  identified  venue 
for  demonstration  project:  interest  in 
developing  a  chemical  defense 
caiiahility:  sjiecific  reasons  for  the 
communities  interest  and  needs  for  a 
chemical  defen.se  cajiahility:  community 
chemical  threat  asses.sed  risks  if 
aiiplicahle;  any  additional  information 
respondent  reijuests  for  consideration. 

As  identified  in  Public  Law  112-74  and 
Conference  Re])ort  112-331.  the 
Chemical  Defen.se  Program  must 
conqietitively  select  the  locations  for 
conducting  the  chemical  defen.se 
demonstration  projects.  The  Chemical 
Defense  Program  will  use  the  provided 
information  for  the  selection  process. 
The  Office  of  Management  and  Budget 
is  ])articularly  interested  in  comments 
which: 

1.  Evaluate  whether  the  pro])osed 
collection  of  information  is  necessary 
for  the  jiroper  ])erformance  of  the 
functions  of  the  agency,  including 
whether  the  information  will  have 
practical  utilitv; 

2.  Evaluate  the  accuracy  of  the 
agency's  estimate  of  the  burden  of  the 
propo.sed  collection  of  information, 
including  the  validity  of  the 
methodology  and  assimijitions  used; 

3.  Enhance  the  (juality.  utilitv.  and 
clarity  of  the  information  to  he 
collected:  and 

4.  Minimize  the  burden  of  the 
collection  of  information  on  tho.se  who 
are  to  respond,  including  through  the 
use  of  appro])riate  automated, 
electronic,  mechanical,  or  other 
technological  collection  techniipies  or 
other  forms  of  information  technology, 
e.g.,  permitting  electronic  submissions 
of  responses. 

Analysis 

Agency:  Office  of  Health  Affairs 
Chemical  Defen.se  Program,  DIES. 

Title:  Reipiest  for  Ex])re.ssions  of 
Interest  (EC)I)  To  Perform  a  Chemical 
Defen.se  Demonstration  Project. 

OMB  Number:  1  HOI -NEW. 

Frequency:  Once. 

Affected  Public:  State,  Local,  or  Tribal 
Covernment. 

Number  of  Bes})()udents:  25. 

Fstiunded  Time  Per  Respondent:  20 
hours. 

Total  Burden  Honrs:  500  Hours. 

Dated:  |ainiary  2‘).  2013. 

Richard  Spires, 

Chiet  Infornudion  Officer. 

IKK  Doc.  2l)i:5-()2«8li  Filed  2-7-i:5:  (5:4.5  iiinl 
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DEPARTMENT  OF  HOMELAND 
SECURITY 

Coast  Guard 

[Docket  No.  U SC G-20 12-0867] 

Southwest  Louisiana  Area  Maritime 
Security  Regional  Sub-Committee; 
Vacancies 

AGENCY:  Coa.st  Ciiard,  DUS. 

ACTION:  Solicitation  for  Meinlxirship. 

SUMMARY:  'I'his  notice  reciuests  tliat 
individuals  intere.sttul  in  serving  on  the 
Soiith\v(!st  Louisiana  Area  Maritime 
Security  Regional  Sub-Cioininittee  of  the 
Sahine-Neches  Area  Maritime  Security 
Committee,  a  committee  under  the 
jurisdiction  of  the  Federal  Maritime 
Security  Coordinator  (h’M.SC),  Marine 
Safety  IJnit  Fort  Arthur  Texas,  submit 
their  applications  for  memhershij)  to  the 
Captain  of  the  Port  (COTP),  Port  Arthur. 
'I’X. 

DATES:  Ke(juests  for  memhership  should 
reach  the  II. S.  Coast  Cnard  (]()TP  Port 
Arthur  March  11, 2013. 

ADDRESSES:  R(H]ue.sts  for  memhershi]) 
should  he  suhmittiul  to  the  CXl'l'P  Port 
Arthur  at  tin;  following  adilress: 
Commanding  Officer.  Marine  Salety 
Dint  (M.SII)  l.ake  Charles,  One  Lakeside 
Plaza,  Suite  200,  127  VV(!St  Broad  Street, 
Lake  Clharles,  LA  70()01  or  by  email  to 
n()l)vn.A.K(ip})(;nn(in@us(:g.niil. 

FOR  FURTHER  INFORMATION  CONTACT:  For 
(luestions  about  sid)mitting  an 
apj)lication  or  about  the  Area  Maritime 
S(u:urity  Committee  (AMSC)  in  general, 
jjlease  contact  MSII  Lake  Charles  I^ort 
.Security  .S])ecialist  Dr.  Robyn  A. 
Kapperman  at  (337)  721-.'1703. 
SUPPLEMENTARY  INFORMATION: 

Authority 

Section  102  of  the  Maritime 
Transportation  Security  Act  (MTSA)  of 
2002  (Pul).  L.  107-295)  added  .setlion 
70112  to  Title  40  of  the  II..S.  Code  and 
authorized  the  .Secretary  of  the 
Department  in  which  the  Coast  Cnard  is 
operating  to  establish  AM.SCs  for  any 
])ort  area  of  the  United  States.  (See  .33 
IJ.S.C.  1220;  40  U.S.C.  70112;  33  CFR 
1. 0.5-1, 0.01;  Department  of  Momeland 
.Security  Delegation  No.  0170.1).  The 
MT.SA  includes  a  provision  exem])ling 
these  AM.SCs  from  the  Federal  Advisory 
Committee  Act  (FACA),  Public  Law  92- 
4.30,  80  Stat.  470(5  U.S.C.  Ap]).2). 

Southwest  Louisiana  Area  Maritime 
Security  Regional  .Sub-Committee 
Purpose 

AM.SCs  assist  the  FM.SC  in  the 
develo])ment,  review,  update,  and 
exercising  of  the  Area  Maritime  Security 


(AMS)  Plan  for  their  area  of 
responsibility.  .Such  matters  may 
include,  but  are  not  lindted  to:  (1) 
Identifying  critical  port  infrastructure 
and  operations;  (2)  identifying  risks 
(threats,  vulnerabilities,  and 
consetpumces);  (3)  deterndning 
mitigation  strategies  and 
implementation  methods;  (4) 
developing  and  describing  the  process 
to  continually  evaluate  overall  port 
security  by  considering  consequences 
and  vulnerabilities,  how  they  may 
change  over  time,  and  what  additional 
nntigation  strategies  can  he  apj)lied;  and 
(5)  i)roviding  advice,  and  a.ssisting  the 
FM.SC  in  developing  and  maintaining 
the  AMS  Plan. 

AMS(]  Composition 

The  com])osition  of  the  Sabine  Neches 
AMSC,  to  include  the  .Southwest 
Louisiana  AM.S  Regional  .Sub- 
Committee.  is  controlled  bv  33  CFR 
103.305.  Accordinglv.  members  mav  he 
selected  from  the  Federal,  Territorial,  or 
Tribal  government;  the  .State 
government  and  political  subdivisions 
of  the  .State;  local  public  safetv,  crisis 
management,  and  emergency  response 
agencies;  law  enforcement  and  .security 
organizations;  maritime  indii.slrv. 
including  labor;  other  port  stakeholders 
having  a  special  competence  in 
maritime  security;  and  port  .stakeholders 
affected  bv  .security  juactices  and 
policies.  Also,  members  of  the  AM.SC 
must  have  at  least  5  years  of  experience 
related  to  maritime  or  port  .security 
o])eration.s. 

AMSC  Memhership 

The  .Southwest  Louisiana  AM.S  Sub¬ 
committee  is  a  regional  sid)-committee 
of  the  .Sahine-Neches  AM.SC  and  is 
comprised  of  individuals  who  represent 
Federal,  .State,  local,  and  industry 
stakeholder  interests  in  the  Calcasieu 
River  Region.  We  are  seeking  to  fill  up 
to  ten  (10)  ])o.sition.s,  including  one 
executive  committee  position  and  nine 
alternate  committee  positions,  with  this 
solicitation. 

A|)j)licant.s  may  he  required  to  ])a.s.s  an 
appropriate  securitv  background  check 
])rior  to  a])pointment  to  the  committee. 
Members’  terms  of  office  will  range  from 
one  year  to  five  years;  however,  a 
member  is  eligible  to  serve  additional 
terms  of  office.  Members  will  not 
receive  any  salary  or  other 
c.'ompensation  for  their  service  on  an 
AM.SC. 

Request  for  Applications 

Those  seeking  memhershi])  are  not 
recpdred  to  submit  formal  applications 
to  the  local  COTP;  however,  we  have  an 
obligation  to  ensure  that  a  specific 


number  of  members  have  the 
])rerequisite  maritime  .security 

exi) erience.  therefore  we  encourage  the 
suhmi.ssion  of  resumes  highlighting 

exj) eiience  in  the  niaritime,  response, 
and  security  industries. 

Dates  of  em|)loyment  and  j)oint.s  of 
contact  should  he  included  for  each 
position  highlighted  in  the  resume. 

In  .sui)port  of  the  policy  of  the  Coast 
Cnard  on  gender  and  ethnic 
nondi.scriniination.  we  encourage 
(jualified  men  and  women  and  men)hers 
of  all  racial  and  ethnic  grouj).s  to  ui)ply. 
The  Coast  Guard  values  diversity;  all  the 
different  characteristics  and  attributes  of 
persons  that  enhance  the  mission  of  the 
Coast  Guard. 

I3al(ul:  Novemlxir  30.  2012. 

G.J.  Paid, 

Captain.  U.S.  Coast  Cnard.  Fadaral  Maritinu; 
Sacnritv  Coordinator  Port  Arthur. 

IFK  Doc.  2()i:i-()2«(i()  Fil(Hl  2-7-1:):  a;4.'')  am| 

BILLING  CODE  9110-04-P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

Federal  Emergency  Management 
Agency 

[Docket  ID  FEMA-201 3-0002] 

Final  Flood  Hazard  Determinations 

agency:  Federal  Emergency 
Management  Agency,  D1 LS. 

ACTION:  Final  notice. 

SUMMARY:  Flood  hazard  determinations, 
which  may  include  additions  or 
modifications  of  Ba.se  Flood  Elevations 
(BFEs),  base  flood  depths,  .Special  F’lood 
Hazard  Area  (.SFTIA)  boundaries  or  zone 
designations,  or  regulatory  lloodways  on 
the  Flood  Insurance  Rate  Maps  (FlRMs) 
and  where  applicable,  in  the  .siq)porting 
Flood  Insurance  .Study  (FIS)  reports 
have  been  made  final  for  the 
communities  li.sted  in  the  table  heh)w. 

The  PTRM  and  FLS  rej)ort  are  the  basis 
of  the  floodplain  management  measures 
that  a  community  is  required  either  to 
ado])t  or  to  show  evidence  of  having  in 
effect  in  order  to  (|ualify  or  remain 
(jualified  for  part icii)at ion  in  the  Federal 
Emergency  Management  Agency’s 
(FEMA’s)  National  Flood  Insurance 
Program  (NFIP).  In  addition,  the  FIRM 
and  I’LS  rej)ort  are  n.sed  by  insurance 
agents  and  others  to  calculate 
aj)])ro])riate  flood  insurance  premium 
rates  for  buildings  and  the  contents  of 
tho.se  buildings. 

DATES:  d'he  effective  date  of  May  1(i, 
2013  which  has  been  e.stablished  for  the 
FIRM  and,  where  aj)plicahle.  the 
supporting  F'LS  report  showing  the  new 
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or  modified  flood  hazard  information 
for  each  eommunity. 
addresses:  I  he  FIRM,  and  if 
a])pli(:al)le,  the  FIS  rcjport  containing  tlu; 
final  flood  hazard  information  for  each 
community  is  availal)le  for  ins|)eclion  at 
the  nispective  ('.oimmmity  Map 
Re])ositorv  address  listed  in  the  tables 
iMilow  and  will  he  available  online 
through  the  FFMA  Map  Service  (lenter 
at  wn  w’.iusc.lanui.gov  by  the  effective 
date  indicated  above. 

FOR  FURTHER  INFORMATION  CONTACT:  Luis 
Rodriguez,  (dnef.  Engineering 
Management  Branch.  Federal  Insurance 
and  Mitigation  Administration.  FEMA, 
.It)!)  (;  Street  SW..  Washington.  IX ^ 
2t)472.  (202)  040-4004.  or  (email) 


(lhs.gov;  or  visit 

the  FEMA  Map  Information  (iXchange 
(L'MIX)  online  at 
\\\v\v.floo(hmips.f(umi.gov/fhiu/ 
fmxjuain.html. 

SUPPLEMENTARY  INFORMATION:  The 
Federal  Emergency  Managcmient  Agency 
(FEMA)  makes  Ihe  final  detjM'ininations 
listed  below  for  the  new  or  modified 
flood  hazard  iidbrmation  for  each 
community  listed.  Notification  of  tluise 
changes  has  been  published  in 
newspapers  of  local  circulation  and 
ninety  (00)  days  have  elapsed  since  that 
publication.  'Lhe  Deputy  Associate 
Admin.strator  for  Mitigation  has 
resolved  any  appeals  resulting  from  this 
notification. 


This  final  notice  is  issued  in 
accordance  with  section  110  of  the 
I'lood  Disa.ster  Protection  Act  of  107.3. 
42  IJ.S.C.  4104,  and  44  CFR  part  07. 
I'EMA  has  d(!veloj)ed  criteria  for 
lloodplain  management  in  lloodjjrone 
areas  in  accordant:e  with  44  (iL’R  part 
00. 

Interested  lessees  and  owners  of  real 
l)roperty  are  (mcouraged  to  niview  Ihe 
new  or  revised  LdRM  and  IdS  report 
available  at  the  addre.ss  cited  hcdow  for 
each  community  or  oidine  through  the 
FEMA  Maj)  Service  (ienter  at 
www.msc.fiomi.gov. 

The  flood  hazard  determinations  are 
made  final  in  the  watersheds  and/or 
communities  li.sted  in  the  table  below. 


Community 

Community  map  repository  address 

Ottawa  County,  Michigan  (All  Jurisdictions) 

Docket  No.:  FEMA-B-1242 

Charter  Township  of  Allendale  . 

Charter  Township  of  Georgetown  . 

Charter  Township  of  Tallmadge  . 

Township  Office,  6676  Lake  Michigan  Drive,  Allendale,  Ml  49401, 
Georgetown  Township  Office,  1515  Baldwin  Street,  Jenison,  Ml  49428. 
Tallmadge  Township  Office,  0-1451  Leonard  Street  Northwest,  Grand 
Rapids,  Ml  49534. 

Oneida  County,  Wisconsin,  and  Incorporated  Areas 

Docket  No.:  FEMA-B-1246 

City  of  Rhinelander . 

Lac  Du  Flambeau  Band  of  Lake  Superior  Chippewa  Indians  . 

Unincorporated  Areas  of  Oneida  County  . 

City  Hall,  135  South  Stevens  Street,  Rhinelander,  Wl  54501. 

William  Wildcat  Tribal  Community  Building,  418  Little  Pines  Road,  Lac 
du  Flambeau,  Wl  54538. 

Oneida  County  Offices,  1  South  Oneida  Avenue,  Rhinelander,  Wl 
54501. 

((Catalog  of  l-’(Hl(;ral  Domestic  Assistance  No. 
‘)7.022.  "I’lood  Insurance!.") 

lames  i\.  Walke, 

Acting  Deputy  Associate  Adiuinistiator  for 
Mitigation.  Department  of  Homeland 
Security.  Federal  Emergency  ManagemeiU 
Agency. 

|FK  Doc.  t  iled  2-7-i:j;  am| 
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DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

[Docket  No.  FR-5683-N-11] 

Notice  of  Submission  of  Proposed 
Information  Collection  to  0MB  HOME 
Investment  Partnerships  Program 

agency:  Office  of  the  (Miief  Information 
Officer.  HUD. 
action:  Notice. 

SUMMARY:  The  proposed  information 
collection  reeiuirement  described  below 
has  hemi  submitted  to  the  Office  of 
Management  and  Budget  (OMB)  for 
r(!view.  as  rerjuinid  by  the  Pajjerwork 
Reduction  Act.  The  Dcipartment  is 


soliciting  public  comments  on  the 
subject  pro])osal. 

The  information  collected  through 
HDD's  lnt(!grated  Disbursement  and 
Information  Svstem  (IDLS)  (§  5)2. .'102)  is 
iLsed  by  HUD  Field  Offices.  HUD 
Head(]uarters  and  HOME  Program 
Partieijjating  jurisdictions  (PJs).  The 
information  on  program  funds 
committed  and  disbursed  is  iKsed  by 
HUD  to  track  PJ  performance  and  to 
determine  compliance  with  the 
statutory  24-month  commitment 
deadline  and  the  regulatory  .l-year 
expenditure  deadline  (^ ‘)2..'j()()(d)).  The 
j)roject-sj)ecific  pro])(!rty.  tenant,  owner 
and  financial  data  is  u.sed  to  compih; 
annual  reports  to  Oongre.ss  re(|uired  at 
.Section  284(h)  of  the  Act.  as  well  as  to 
make  program  management  decisions 
about  how  well  program  participants  are 
achieving  the  statutory  objectives  of  the 
HOME  Program.  Program  management 
reports  an;  generalecl  by  IDIS  to  ])rovide 
data  on  the  status  of  jirogram 
j)artici])ant.s’  commitment  and 
dishursement  of  HOME  funds.  These 
reports  are  provided  to  HUD  staff  as 
well  as  to  HOME  P|.s.  Managinnent 
rejjorts  recpiired  in  conjunction  with  the 


Annual  Performance  Report  (§  t)2..')()9) 
are  u.sed  by  HUD  Field  Offices  to  assess 
the  effectiveness  of  loi:ally  designed 
programs  in  meeting  specific  statutory 
requirements  and  by  Headquarters  in 
])re])aring  the  Annual  Rej)ort  to 
Congress.  Specifically,  these  reports 
permit  HUD  to  determine  comjjliance 
with  the  reejuirement  that  P)s  provide  a 
25%  match  for  HOME  funds  expended 
during  the  FiKleral  fiscal  year  (Section 
220  of  the  Act)  and  that  j)rogram  income 
he  used  for  HOME  eligible  activities 
(.Section  210  of  the  Act),  as  well  as  the 
Women  and  Minority  Business 
Enterprise  nujuirements  (§  02.351(h)). 
Financial.  ])roj(!ct.  tenant  and  owner 
documentation  is  used  to  determine 
compliance  with  HOME  Program  cost 
limits  (.Section  212(e)  of  the  Act), 
eligibh;  activities  (t?  02.205),  and  eligible 
costs  ({^  02.200),  as  well  as  to  determine 
wh(!lher  ])rogram  partici])anls  are 
hinders  on  their  overall  program 
j)erformance.  The  information  collected 
is  used  to  determine  insurance 
eligibility  and  claim  eligibility. 

DATES:  Comnwnts  Dim  Dote:  Mcnch  11, 
2013. 
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ADDRESSES:  Interested  persons  are 
invited  to  sul)init  comments  regarding 
this  i)roposal.  (Comments  shonld  refer  to 
the  proposal  by  name  and/or  OMll 
a|)j)roval  Numhcir  (2508-0171)  and 
should  he  sent  to:  HUD  Desk  Ollicer, 
OlTice  of  Management  and  Oiidget,  New 
I'Aecutive  Office  IJuilding,  Washington, 
DC  20503;  fax:  202-3‘).5-5800.  Email: 
()IliA_Siihniission@onil).mi).gov  fax: 
202-30,5-5800. 

FOR  FURTHER  INFORMATION  CONTACT: 
Colette  Pollard.,  Reports  Management 
Officer,  QDAM,  Department  of  Housing 
and  Urban  Developimnit,  451  .S(!venth 
Street  SW.,  Washington,  DC  20410: 
email  Colette  I’ollard  at 
(joletUi.Pollurd@hud.gov.  or  telephone 
(202)  402-3400.  This  is  not  a  toll-free 
numher.  Copies  of  available  documents 
submitted  to  OMB  may  he  obtained 
from  Ms.  Pollard. 

SUPPLEMENTARY  INFORMATION:  I’llis 
notice  informs  the  public  that  the 
Department  of  Housing  and  Urban 
Develo|)ment  has  submitted  to  OMB  a 
nupiest  for  ap])roval  of  the  Information 
collection  descrihcul  below.  This  notice 
is  soliciting  comments  from  members  of 
the  j)ul)lic  and  affecting  agencies 
concerning  the  pro])osed  collection  of 
information  to:  (1)  Evaluate  whether  the 
proi)osed  collection  of  information  is 
nec(;ssarv  for  the  proper  ]K:if()rmance  of 
the  functions  of  the  agency,  including 
whether  the  infonnatit)n  will  have 
])ractical  utility;  (2)  Evaluate  the 
accuracy  of  the  agency’s  estimate  of  the 
burden  of  the  |)ropos(ul  collection  of 


information;  (3)  Enhance  the  (juality, 
utility,  and  clarity  of  the  information  to 
he  collected;  and  (4)  Minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond;  including 
through  tlu!  use  of  a])propriate 
automated  collection  techni(|ues  or 
other  forms  of  information  technologv, 
e.g.,  permitting  electronic  submission  of 
respon.ses. 

This  notice  al.so  lists  the  following 
information: 

Title  ol  Proposed:  HOME  Investment 
Partnersliips  I’rogram. 

OMB  Approv(d  Number:  2500-0171. 

Form  Numbers:  HUD  40003,  .SF 
1109A,  HUD  20755,  HUD  40107,  ffUD 
401107A. 

Description  of  the  need  for  the 
information  and  proposed  use:  The 
information  collected  through  HUD’s 
Integrated  Di.shur.sement  and 
Information  Svstem  (IDfS)  (§92.502)  is 
used  by  HUD  Field  Offices,  HUD 
Headciuarters  and  HOME  l^rogram 
l’artici]3ating  jurisdictions  (P)s).  The 
information  on  program  funds 
committed  and  disbursed  is  used  bv 
HUD  to  track  P)  ])erformance  and  to 
determine  compliance  with  the 
statutory  24-month  commitment 
deadline  and  the  regulatory  5-year 
expenditure  deadline  (§  92.500(d)).  'riu; 
project-specific  ])ro])erty,  tenant,  owner 
and  financial  data  is  us(h1  to  compile 
annual  rej)orts  to  Oongre.ss  required  at 
.Section  284(1))  of  the  Act,  as  well  as  to 
make  program  management  decisions 
about  how  well  program  participants  are 


achieving  the  .statutory  objectives  of  the 
HOME  I’rogram.  Program  management 
reports  are  generated  by  IDl.S  to  provide 
data  on  the  status  of  program 
participants’  commitment  and 
disbursement  of  HOME  funds.  The.se 
reports  are  ])rovided  to  HUD  .staff  as 
well  as  to  HOME  I’Js.  Management 
rejjorts  recjuired  in  conjunction  with  the 
Annual  l^erformance  Rej)ort  (§92.509) 
are  used  by  HUD  Field  Offices  to  assess 
the  effectiveness  of  locally  designed 
programs  in  meeting  specific  statutory 
requirements  and  by  Heachpiarters  in 
preparing  the  Annual  Report  to 
Congress.  Specifically,  these  reports 
permit  HUD  to  determine  compliance 
with  the  reepiirement  that  PJs  provide  a 
25%  match  for  HOME  funds  expended 
during  the  Federal  fi.scal  year  (Section 
220  of  the  Act)  and  that  program  income 
he  used  for  HOME  eligible  activities 
(.Section  219  of  the  Act),  as  well  as  the 
Women  and  Minority  Business 
Enterjjrise  reciuirements  (§92.351(1))). 
Financial,  project,  tenant  and  owner 
documentation  is  used  to  determine 
compliance  with  ffOME  Program  cost 
limits  (.Section  212(e)  of  the  Act), 
eligible  activities  (§92.205),  and  eligible 
costs  (§‘)2.20()),  as  well  as  to  determine 
whether  program  participants  are 
lenders  on  their  overall  ])rogram 
performance.  The  information  collected 
is  u.sed  to  determine  insurance 
eligibility  and  claim  eligibility. 

Status:  Reinstatement  without  change 
of  a  predviously  approved  collection. 


Number  of 
respondents 

Annual 

responses 

X 

Hours  per 
response 

Burden  hours 

Reporting  Burden  . 

.  644 

326 

2.489 

522,762 

Total  Estimated  Burden  Hours: 
522,702. 

Status:  Reinstatement  without  change 
of  a  previously  approved  collection. 

Aiilliorily:  .Section  3.507  of  llio  Paperwork 
Kiuluction  Act  of  lt)95.  44  l]..S.(',.  35.  as 
amended. 

Haled:  l'’el)ruary  4.  2013. 

Colette  Pollard, 

Department  Bejiorts  Management  Officer. 
Office  of  the  C.hief  Information  Officer. 

IKK  Doc.  2()i:»-028i:i  Piled  2-7-i;!;  8:4.5  :iin| 
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DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

[Docket  No.  FR-5681-N-06] 

Federal  Property  Suitable  as  Facilities 
to  Assist  the  Homeless 

agency:  Office  of  the  A.ssistant 
.Secretary  for  Community  Planning  and 
Development.  HUD. 
action:  Notice. 


SUMMARY:  This  Notice  identifies 
unutilized,  underutilized.  exc:ess,  and 
.sur])lus  Federal  property  reviewed  by 
HUD  for  suitability  for  use  to  assist  the 
homeless. 

FOR  FURTHER  INFORMATION  CONTACT: 
juanita  Perry,  Department  of  Housing 
and  Urban  Development,  451  .Seventh 
.Street  SW.,  Room  7200,  Washington,  DC 
20419;  telephone  (202)  402-3970;  TTY 


numher  for  the  hearing-  and  .speet;h- 
im])aired  (202)  708-2505  (the.se 
telej)hone  numhers  are  not  toll-free),  or 
call  the  toll-free  Title  V  information  line 
at  800-927-7588. 

SUPPLEMENTARY  INFORMATION;  In 

accordance  with  24  CFR  i)art  581  and 
section  501  of  the  .Stewart  B.  McKinney 
Homeless  A.ssistance  Act  (42  IL.S.Ck 
11411),  as  amended,  HUD  is  ])ul)li.shing 
this  Notice  to  identify  Federal  buildings 
and  other  real  property  that  HUD  has 
reviewed  for  suitability  for  u.se  to  assist 
the  homeless.  The  j)roperties  were 
reviewed  using  information  })rovided  to 
HUD  by  Federal  landholding  agencies 
regarding  unutilized  and  underutilized 
buildings  and  real  propertv  controlled 
by  such  agencies  or  by  C.SA  regarding 
its  inventory  of  excess  or  surplus 
Federal  property.  3'hi.s  Notice  is  also 
published  in  order  to  com])ly  with  the 
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12.  1988  Court  Order  in 
NdtioiKtl  (AHilition  for  the  Homeless  v. 
X’eleixins  Administration.  No.  88-2.'i()3- 
(X;  (ll.D.C.). 

Froperties  reviewed  are  listed  in  this 
Notice  according  to  the  following 
categories:  Snilahle/availahle.  snitahle/ 
nnavailahle.  snitahle/to  he  excess,  and 
nnsnitahle.  The  ])roperties  listed  in  the 
tlmie  snitahle  categories  have  been 
reviewed  hv  the  landholding  agencies, 
and  each  agency  has  transmitted  to 
MUD:  (1)  Its  intention  to  make  the 
pro|)erty  available  for  use  to  assist  the 
homele.ss.  (2)  its  intention  to  declare  the 
j)roj)erty  excess  to  the  agency’s  needs.  f)r 
(3)  a  statement  of  the  reasons  that  the 
propmty  cannot  he  declariui  excess  or 
made  available  for  use  as  facilities  to 
assi.st  the  homeless. 

Properties  listed  as  snitahle/availahle 
will  he  available  exclusively  for 
homele.ss  use  for  a  period  of  (it)  days 
from  the  date  of  this  Notice.  Where 
propertv  is  de.scrihed  as  for  “off-site  use 
only”  recipients  of  the  property  will  hi; 
reipiinid  to  relocate  the  hnilding  to  their 
own  site  at  their  own  expen.se. 

Homele.ss  assistanci;  providers 
intenisted  in  any  such  property  shonld 
.send  a  written  expression  of  interest  to 
mis.  addressed  to  There.sa  Ritta. 
Division  of  l^roperty  Management. 
Program  Sn])port  Center,  1111S.  room 
.‘ill-17.  .'itiOO  Fi.shers  Lane.  Rockville. 

MI)  20857:  (301)  443-220.5.  (This  is  not 
a  toll-free  nnmher.)  H11S  will  mail  to  the 
interestcid  provider  an  a])plication 
packet,  which  will  inclmle  instructions 
ibr  completing  the  api)lication.  In  order 
to  maximize  the  opportunity  to  utilize  a 
suitable  property,  providers  shonld 
submit  their  written  expressions  of 
interest  as  soon  as  possible.  For 
complete  details  concerning  the 
processing  of  applications,  the  nunler  is 
encouraged  to  refer  to  the  interim  rule 
governing  this  program.  24  CFR  part 
.581. 

For  properties  listed  as  snitahle/to  he 
excess,  that  pro])erty  may.  if 
.snh.se(piently  accepted  as  excess  by 
C.SA.  he  made  available  for  n.se  by  the 
hoimde.ss  in  accordance  with  applicable 
law.  subject  to  screcming  for  other 
Fed(;ral  n.se.  At  the  apj)ropriate  time. 
HUD  will  pnhli.sh  the  |)roperty  in  a 
Notice  showing  it  as  eitluir  snitabh;/ 
available  or  snitable/nnavailahle. 

For  projjerties  li.sted  as  suitable/ 
nnavailahle.  the  landholding  agency  has 
decided  that  the  property  c:annot  he 
declared  excess  or  made  available  for 
ns(!  to  assist  the  homeless,  and  the 
proj)erty  will  not  he  available. 

Properties  listed  as  nnsnitahle  will 
not  he  made  ax  ailable  for  any  other 
pnrj)o.s(;  for  20  davs  from  the  date  of  this 
Notice.  Homele.ss  assistance  providers 


interested  in  a  review  by  HUD  of  the 
determination  of  nnsnitahility  shonld 
call  the  toll  free  information  line  at  1- 
8()0-‘)27-7.588  for  d(!tailed  instructions 
or  write  a  letter  to  Ann  Marie  Oliva  at 
the  address  li.sted  at  the  Iniginning  of 
this  Notice.  Included  in  the  impiest  for 
review  shoidd  be  the  pro])erty  addrciss 
(including  zip  code),  the  date  of 
publication  in  the  Federal  Register,  the 
landholding  agency,  and  the  |)roperty 
nnmher. 

F’or  mor(?  information  regarding 
particular  properties  identified  in  this 
Notice  (i.e..  acreage,  lloor  plan,  existing 
sanitary  facilities,  exact  street  address), 
providers  shonld  contact  the 
appropriate  landholding  agenci(!.s  at  the 
following  addni.sses:  ARMY:  Ms. 
Veronica  Rines.  Department  of  Army. 
Office  of  the  Chief  of  Staff  for 
Installation  Management,  (iOO  Army 
Pentagon.  Room  5A128,  Washington. 

DC  20310.  (571)-25(i-8145;  (This  is  not 
a  toll-fr(!(;  nnmher). 

Dated;  |anuarv  :{1. 2013. 

Mark  Johiiston, 

Deputy  Assisluiil  Seerelury  for  Speciul  Needs. 

TH  LL  V,  FKDKRAI.  SURPLUS  PROPKRTY 
PROURAM.  Fl-DKRAL  RFUIS I  FR  RFPORT 
FOR  02/0«/2()i:i 

Unsiiitalili!  Properties 

in  ULDiNa 

Nortli  Carolina 
Ouildiiigs  ()03()  S;  7.55() 

4030  K  4.5.51  Norinaiulv  Dr. 

FI.  Oragg  NC  28310 
I.andliolding  Agency:  Army 
PropcMiy  Nnml)er;  21201310032 
.Stains;  I hulerulili/.cHl 

(^onnnents;  located  w/in  military  reservation: 
])nl)lic  acc(!ss  denitul  tv  no  alternative 
miitliod  to  gain  access  \v/oul  compromising 
nai  l  security. 

Rciasons:  .Secnnid  Artui 

|FR  Doc.  2()i:{-02.5()l  Filed  2-7-i:i:  8:4.5  ami 
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DEPARTMENT  OF  THE  INTERIOR 

Fish  and  Wildlife  Service 

[FWS-R3-ES-2013-N033; 

FXES1 1 1 30300000-1 34-FF03E00000] 

Endangered  and  Threatened  Wildlife 
and  Plants;  Draft  Revised  Indiana  Bat 
Summer  Survey  Guidelines 

AGENCY:  Fish  mid  Wildlife  Sorvico. 
Interior. 

ACTION:  Notice  of  availability:  extension 
of  comment  period. 

summary;  We.  the  U.S.  Fi.sh  and 
Wildlife  Service  (USFWS).  are 
extending  the  public  comment  jieriod 
on  doenments  related  to  the  draft 


revised  summer  .survey  guidelines  for 
the  Indiana  hat  [Mvotis  sodalis)  for  an 
additional  30  days.  We  announced 
availability  of  these  doenments  in  onr 
lannary  0,  2013.  Federal  Register  notice, 
which  opened  a  3()-day  jnihlic  comment 
Jieriod.  If  yon  haye  jirevionsly 
submitted  comments,  yon  do  not  need 
to  resubmit  them.  We  haye  already 
incorjiorated  them  in  the  jinhlic  record 
and  will  fully  consider  them  in  onr  final 
USI’WS  guidelines.  The  draft  guidelines 
were  jirejiared  by  rejiresentatiyes  of  the 
U.S.  Dejiartmenl  of  Agriculture's  Forest 
Service.  U.S.  Dejiartment  of  Defen.se’s 
Army  Corjis  of  Engineers,  U.S. 
Dejiartmenl  of  the  Interior's  Ceological 
Snryey  and  USFWS.  Kentucky 
Dejiartmenl  of  Fi.sh  and  Wildlife 
Resources,  New  York  Stale  Dejiartmenl 
of  Enyironmental  Conseryation,  and  the 
Indiana  Dejiartmenl  of  Natural 
Resources.  We  reejnest  review  and 
comment  on  the  gnideline.s — along  with 
acoustic  identification  software  testing 
criteria  onr  2013  contingency  jilan — 
from  local.  State,  and  Federal  agencies 
and  the  jinhlic. 

DATES:  To  ensure  consiileration.  jilea.se 
send  your  written  comments  on  or 
before  March  11.  2013. 

ADDRESSES:  Obtainine  Documents:  The 
draft  survey  guidelines,  acoustic 
identification  software  testing  criteria, 
and  2013  contingency  jilan  are  available 
at  http:/ /ww'w'.fws.uov/midwest/ 
Endangered/ mammals/inha/ 
inhasimtmersurveygnidance.html.  The 
doenments  are  also  available  by  reejnest, 
by  U.S.  mail  from  the  U.S.  Fi.sh  ami 
Wildlife  Service,  Ecological  Services 
field  Office,  020  South  Walker  Street, 
Bloomington.  IN  47403-2121;  or  by 
jihone  at  812-334-4201 .  xl  210. 

Submitting  (Comments:  If  yon  wish  to 
comment  on  the  documents,  yon  may 
snlimit  your  comments  in  writing  by 
any  one  of  the  following  methods: 

•  ILS.  mail:  U.S.  Fi.sh  and  Wildlife 
Service,  020  South  Walker  Street, 
Bloomington,  IN  47403-2121; 

•  Hand-deliverv:  Field  SnjK;r\’i.sor  at 
the  above  U.S.  mail  addre.ss; 

•  Ennui:  indi(ma_hat@f\\’s.gov;  or 

•  Eax:  812-334-4273.  Include 
“Indiana  Bat  Summer  .Survey 
Unidelines”  in  the  subject  line  of  the 
facsimile  transmittal. 

FOR  FURTHER  INFORMATION  CONTACT: 
Questions  or  nujiiests  for  additional 
information  may  he  directed  to  any  of 
the  following;  (1)  Mr.  Andrew  King, 
Endangered  .Sj)ecie.s  Biologist,  at  the 
Bloomington,  Indiana.  Field  Office 
address  or  j)hone  above;  (2)  Ms.  Robyn 
Niver,  Endangered  Sjiecies  Biologi.st.  by 
U.S.  mail  at  U.S.  Fi.sh  and  Wildlife 
.Service,  Ecological  .Services  Field 
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Olfice,  3817  Lukor  Road,  Cortland.  NY 
13045;  or  l)y  ])hone  at  007-753-9334:  or 
(3)  Mr.  Mike  Armstrong,  Fndangered 
Species  Biologist,  by  II.S.  mail  at  D.S. 
Fish  and  Wildlife  Service.  Fcological 
Services  Field  OlTice,  J.C.  Watts  Federal 
Building,  Room  205.  330  We.st 
Broadway,  Frankfort,  KY  40001-8070; 
or  by  i)hone  at  502-22<)-4032. 
SUPPLEMENTARY  INFORMATION: 

Background 

The  Indiana  bat  was  originally  listed 
as  in  danger  of  extinction  under  the 
Endangered  Species  Fre.servation  Act  of 
1900.  It  was  subseciuently  listed  as 
endangered  under  the  Endangered 
S])eci(;s  Act  of  1973,  as  amended. 
Slimmer  survey  guidelines  (mist-netting 
protocols)  were  first  developed  for  the 
sjiecies  in  the  early  1990s  and  the 
IJSFWS  jirovided  revised  mist-netting 
guidelines  in  our  2007  Draft  Revised 
Recovery  Flan.  The  IJSFWS  recently 
convened  a  group  of  State  and  P'ederal 
agency  representatives  to  revise  existing 
survey  guidelines.  We  .solicited  peer 
review  tbrongb  the  bat  working  groups 
across  the  range  of  the  Indiana  bat 
between  February  and  March  2012  and 
received  comments  from  57  individuals. 
Based  upon  i:omments  received  and  the 
results  of  pilot  testing  of  the  survey 
guidelines  at  known  Indiana  bat 
maternity  colonies  in  the  summer  of 
2012,  we  offer  the  revised  guidelines  for 
public  review  and  comment. 

In  addition  to  soliciting  comments  on 
draft  survey  guidelines  for  determining 
pre.sence  or  probable  absence  of  Indiana 
bats  in  the  summer,  we  reijnest 
comment  on  onr  proposed  apjiroacb  and 
criteria  for  testing  the  accuracy  and 
suitability  of  available  acoustic 
identification  software  programs.  Only 
programs  that  pass  our  suitability  test 
would  be  ap])roved  by  the  IJSFVYS  for 
official  survey  use.  Onr  goal  is  to 
incorporate  comments  and  finalize  the 
draft  survey  guidelines  and  testing 
criteria  in  time  for  implementation  in 
the  2013  field  season.  However,  should 
no  IJSP'WS-approved  software  programs 
be  concurrently  available,  we  propo.se  to 
follow  an  intermediary  contingency 
])lan.  The  draft  survey  guidelines,  draft 
acou.stic  identification  .software  testing 
criteria,  and  2013  contingency  ])lan, 
with  instructions  for  commenting,  are 
available  on  the  Internet  (see 
ADDRESSES). 

Kecpiest  for  Public  (Comments 

We  invite  written  comments  on  (1) 
The  draft  survey  guidelines,  (2)  the 
acou.stic  identification  software  testing 
criteria,  and  (3)  the  2013  contingency 
])lan.  Substantive  comments  may  or  may 
not  result  in  changes  to  the  IJSFWS 


guidance  document.  Please  include 
sufficient  information  with  vour 
comments  to  allow  us  to  verifv  anv 
scientific  or  commercial  information 
von  ini:Inde. 

While  all  comments  we  receive  will 
be  considered  in  developing  final 
documents,  we  encourage  commenters 
to  focus  on  tbo.se  jiortions  of  the 
guidelines  that  have  been  revised, 
jiarticnlarly  tbo.se  tojiics  noted  above 
that  address  jieer-review  comments.  If 
yon  have  previously  submitted 
comments,  yon  need  not  resubmit  them 
because  we  have  already  incorporated 
them  in  the  public  record  and  will  fully 
consider  them  in  our  final  IJSFWS 
summer  survey  guidelines  for  the 
Indiana  bat. 

All  comments  received  by  the  date 
specified  in  DATES  will  be  considered  in 
jirejiaring  final  documents.  Methods  of 
submitting  comments  are  in  ADDRESSES. 

Public  Availability  of  (Jomments 

Respon.ses  to  individual  commenters 
will  not  be  provided:  however,  we  will 
provide  the  comments  we  receive  and  a 
summary  of  bow  we  addressed 
substantive  comments  in  a  freiinently 
asked  (piestions  document  on  the  \\h)h 
site  listed  above.  If  yon  submit 
comments  or  information  by  email  to 
in(ii(iini_l)(it@f\\’s.^()v,  your  entire 
submission — including  any  personal 
identifying  information — will  be  jKisted 
on  the  Web  site.  If  your  submi.ssion  is 
made  by  bard  co})y  that  includes 
])er.sonal  identifving  information,  you 
may  request  at  the  top  of  your  document 
that  we  withhold  this  information  from 
public  review.  However,  we  cannot 
guarantee  that  we  will  be  able  to  do  so. 
We  will  post  all  bard  copy  and  email 
submissions  on  the  Web  site  listed 
above  in  ADDRESSES. 

Comments  and  materials  we  receive 
will  be  available  on  onr  Web  site; 
however,  individuals  without  internet 
access  may  reijue.st  an  appointment  to 
inspect  the  comments  during  normal 
busine.ss  boors  at  our  office  in 
Bloomington.  Indiana  (see  ADDRESSES). 

Authority 

The  authority  for  this  action  is  the 
Endangered  Species  Act  of  lt)73,  as 
amended  (18  IJ.S.C.  1531  et  sei].). 

Dat(!(l;  lM!l)riiarv  4,  201  ;t. 

Soaii  ().  Marsaii, 

Acting  Assistant  Hcgional  Director.  Ecologicai 
Services,  Midwest  liegion. 
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DEPARTMENT  OF  THE  INTERIOR 
Fish  and  Wildlife  Service 

[FWS-R2-R-201 2-N277; 

FXRS1 265022CCP0-1 34-FF02R06000] 

Ozark  Plateau  National  Wildlife  Refuge; 
Adair,  Cherokee,  Craig,  Delaware, 
Mayes,  Ottawa,  and  Sequoyah 
Counties,  OK;  Draft  Comprehensive 
Conservation  Plan  and  Environmental 
Assessment 

AGENCY:  Fish  and  Wbldlife  Service, 
Interior. 

ACTION:  Notice  of  availabilitv:  reijuest 
for  comments. 


SUMMARY:  We.  the  U.S.  Fish  and 
Wildlife  Service  (Service),  announce  the 
availability  of  a  draft  comprehensive 
conservation  plan  (Draft  CCP)  and  an 
environmental  assessment  (EA)  for 
Ozark  Plateau  National  Wbldlife  Refuge 
(NWR),  which  is  located  within  the 
apjiroved  acquisition  area  of  Adair. 
Oberokee.  Craig,  Delaware.  Mayes. 
Ottawa,  and  Sequoyah  Counties  of 
Oklahoma,  for  ])nblic  review  and 
comment.  The  Draft  CCP/EA  de.scribes 
onr  proposal  for  managing  the  Refuge 
for  the  next  15  vears. 

DATES:  To  ensure  consideration,  plea.se 
.send  your  written  comments  by  March 
8,  2013.  Public  meetings  will  be  bo.sted 
on  Monday.  February  25tb  at  the 
Delaware  County  Library,  in  jay.  OK 
74348:  Tuesday.  February  28tb  at  the 
Stilwell  Community  Center  in  Stilwell. 
OK;  and  Tbnr.sday.  Febrnay  28tb  in  the 
Community  Ballroom  of  the  Cherokee 
Nation  Tribal  Headquarters  in 
Tableipiab.  OK.  All  three  meetings  will 
begin  at  5:30  p.m. 

ADDRESSES:  You  may  submit  i:omments 
or  requests  for  copies  or  more 
information  on  the  Draft  CCP/EA  by  any 
of  the  methods  li.sted  below.  You  may 
reijnest  bard  cojiies  or  a  CD-ROM  of  the 
Draft  CCP/EA  documents.  Please  contact 
Sarah  (Jatebot,  Lead  Planner,  or  Shea 
Hammond,  Refuge  Wbldlife  Sjieciali.st. 

Eimiil:  s(n'(ih_c(it(:hot@f\\’s.gov. 

Include  "Ozark  Plateau  NWR  Draft  CCP 
and  EA"  in  the  subject  line  of  the 
message. 

U.S.  Mail:  Sarah  Catebot,  Lead 
Planner,  U.S.  Fish  and  Wildlife  Service. 
NWRS  Division  of  Planning.  P.O.  Box 
1308,  Albuiiuerijne.  NM  87103. 

FOR  FURTHER  INFORMATION  CONTACT: 

Shea  Hammond,  Refuge  Wildlife 
Sjiecialist  of  Ozark  Plateau  National 
Wildlife  Refuge,  18802  Countv  Road 
485,  Colcord,  OK  74338.  Phone:  918- 
328-01 58. 

SUPPLEMENTARY  INFORMATION: 
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Intniduetion 

With  this  notice,  we  continue  tlie  (XiP 
|)roc(!ss  for  tlie  Ozark  Plateau  Nati{)nal 
\Vihilife  Refuge.  We  started  this  ])roce.ss 
througli  a  notice  in  the  Federal  Register 
on  June  1‘).  H)‘)8  {(>3  FK  33(i‘).3). 

Tlie  Refuge  managcjs  several  units 
.scattered  througliout  its  seven-county 
(Adair,  (lierokee.  (aaig.  Delaware. 
Mayes.  Ottawa,  and  Se{|uoyah) 
approved  accpiisition  area  in 
northea.stern  Oklahoma.  Managennmt 
units  of  Ozark  Plateau  NWR  are 
identifieil.  accpiired.  and/or  managed 
based  upon  im])act  to  lederallv  listed 
threatemal  or  endangered  Ozark  cave 
species,  including  cave  habitat, 
groundwater  nicharge  areas,  foraging 
areas,  and  movement  corridors 
important  to  these  species  as  well  as 
oth(!r  s])ecies  of  concern.  In  addition. 
Ozark  Plateau  NWR's  management  units 
j)lav  a  role  in  con.serving  continuous 
tracts  of  mature  oak-hickory  or  oak- 
hickorv-pine  Ozark  fore.st,  beneficial  to 
nesting  and  migrating  N(!otroj)ical  birds 
as  well  as  cave  species. 

Hackgroiiiul 

Tlw  CCr  rrocfiss 

The  National  Wildlife  Refuge  Syst(;m 
Administration  Act  of  ItHiti  (1(1 
(I(18dd-(l(i8ee)  (Rcduge  Administration 
Act),  as  amended  by  the  National 
Wildlife  Refuge  .System  Improvement 
Act  of  l‘t()7,  retiuires  us  to  develop  a 


(X’.P  for  eacli  national  wildlife  refuge. 
The  purpose  for  developing  a  OOP  is  to 
j)rovide  nduge  managers  with  a  1. '1-year 
plan  for  achieving  refuge!  purposes  and 
contributing  toward  the  mission  of  the 
National  Wildlife  Refuge  .System. 
ce)nsi.st(!nt  with  .souud  princi])les  offish 
and  wildlife  management,  cons(!rvation, 
legal  mandates,  and  our  policies.  In 
addition  to  outlining  broad  managemeint 
directie)!!  on  conserving  wildlife  and 
their  habitats,  (X;Ps  identify  wihllife- 
dependent  recreational  ojeportunities 
available  to  the  public,  including 
oi)l)ort unities  for  wildlife  observation 
and  |)hotography.  and  environmental 
education  and  interpretation.  We  will 
review  and  update  the  (XX’  at  least 
every  l.'l  years  in  accordance  with  the 
Refuge  Athninistration  Act. 

Public  Out  reach 

Formal  .sco|)ing  began  with 
publication  of  a  notice!  of  intent  to 
])r(!j)ar(!  a  com])r(!hensive  con.servation 
plan  and  environmental  ass(!ssment  in 
the  Federal  Register  on  Jime  1‘),  1098 
(()3  FR  33()‘KtJ.  Tlu!  Refuge  solicited 
public  comnu!nts  on  issu(!s  and 
concerns  to  aid  in  CXX’  di!velo])nu!nt 
through  three!  eejeen  heeu.se  nu!e!tings  helel 
in  De!e:e!mhe!r  200!)  at  Tribal 
lle!aeie]u:irte!rs  e)f  the!  (Xiereekee!  Natieen  in 
rahleupiah.  the  .Senie)r  (lenter  in 
.Stilwell,  anel  the  De!hiware!  (X)untv 
Lihriirv  in  Jay,  Oklahoimi. 


The  Re!fuge!  alse)  me!t  e)n  Mare:h  3, 

2010.  with  the  (Xiereekeu!  Natiem 
Fnvireenmental  Pre)te!e;tie)n  (leemmissie)!! 
at  the  (;he!re)ke!e!  Natie)n  1  leaeleiuarters  te) 
unele!rstanel  issuers  e;e)ne:e!rning  the  tribe 
;mel  eli.seaiss  ])e)tential  ways  te) 
e:e)lliit)e)rate!  eui  seelving  issues  e;e)mme)n  te) 
the  twe)  agene:ie!s.  On  M;ire:h  4.  2010,  the 
Reduge  meet  with  the  Oklaheema 
Department  e)f  Wilellife  (Xenseerv.itie))) 
staff  ;it  the  Peerter  ()ffie:e  in  Oklaheema 
akse)  te)  eliseai.ss  their  {a)nea)rns  reegareling 
past  maniigemeent,  future  management, 
anel  issuees  e:e)mme)n  te)  l)e)th  iigenciees. 

The  fe!eelbae:k  reeeeiveel  at  the 
e;e)ne;lusie)n  e)f  the  public  sce)])ing  perie)el 
ielentifieul  numere)us  e;one;erns  from  a 
variety  e)f  stakehe)lelers.  These  eeoncerns 
were!  e)rg;mizeel  by  the  fe)lle)wing  seeveen 
hie)ael  issue  cateegoriees:  Lanelseeape-leevel. 
Habitat  Management.  Wilellife 
Management.  Public  Use  Oppeertunitiees, 
(adtural  Re!soure:e!s,  Faealities  8: 
Infrastrue.ture,  anel  Aelministratie)n. 

(X]P  Alternatives  We  Are  (]onsid(!ring 

During  the  public  se:e)ping  pre)e:e!ss 
with  whie;h  we  staiteal  weerk  e)n  this 
Draft  (XX’.  we!,  e)the!r  l‘’e!ele!ral  age!ne;ie!s, 
X’rihal  Nations.  .State  iige!neae!s.  anel  the 
puhlie;  raiseul  niidtiple  issues.  Our  Diaft 
(XX’  aelelre!sse!s  them.  A  full  elescaaptieen 
e)f  eae:!)  alterneitive  is  in  the  FA  (sen! 
A|)i)e!nelix  A).  XX)  aelelrenss  these  issues, 
we  ele!ve!le)])e!el  anel  evaluate!el  the 
fe)lle)wing  alteiiiatives,  sumniarizenl  in 
the  table  heleew. 


Issue 


Lanejscape-Level  Management  Issue  1 :  Ozark 
Habitat  Loss  &  Fragmentation. 


Alternative  A:  current  management 


Acquire  land  from  willing  sellers  or  enter  into 
agreements  for  conservation  easements; 
maintain  strong  landscape-level  partner¬ 
ships;  maintain  4,000  acres  of  forested 
habitat;  restore  70  acres  of  agricultural  land 
to  forested  habitat  at  Beck  Unit;  refrain  from 
developing  new  roads  or  infrastructure. 


Alternative  B:  proposed  future  management 


Alternative  (Alt)  A  +  partner  with  the  FWS 
southwestern,  midwestern,  southeastern 
and  mountain-prairie  regions  to  expand  ac¬ 
quisition  boundaries  in  the  Ozark  ecoregion; 
maintain,  conserve,  and  restore  up  to 
15,000  acres  of  acquired  lands  to  native 
forest  habitat. 


Landscape-Level  Management  Issue  2;  Climate 
Change. 


Monitor  baseline  data  on  cave  microclimate 
changes;  use  energy-efficient  heating/cool¬ 
ing  system  and  water  filtration  system  on 
Looney  facility. 


Alt  A  +  implement  long-term  Anabat  moni¬ 
toring  stations  to  monitor  climate  change 
impacts  to  bat  species;  expand  data 
loggers  for  climate  info;  install  weather  sta¬ 
tions;  install  solar  panels  on  Refuge  facili¬ 
ties;  sequester  carbon  by  restoring  up  to 
15,000  acres  of  acquired  lands  to  native 
forest  habitat. 


Landscape-Level  Management  Issue  3:  Surface 
and  Groundwater  Quality  &  Quantity. 


Landscape-Level  Management  Issue  4:  White- 
nose  Syndrome  (WNS). 


Survey  groundwater  recharge  areas;  acquire 
land  and  conservation  easements  from  will¬ 
ing  sellers  to  restore  forest  and  control  run¬ 
off;  partner  with  adjacent  and  nearby  land- 
owners;  sample  water  quality. 

Implement  actions  in  WNS  National  Plan; 
close  caves  to  the  public;  partner  tc  monitor 
for  WNS  on  and  off  Refuge;  take  rec¬ 
ommended  preventative  measures  in  de¬ 
contamination  of  staff  caving  gear;  perform 
public  outreach;  gain  Law  Enforcement  (LE) 
support  from  Sequoyah  NWR. 


Alt  A  +  partner  with  U.S.  Geological  Services 
(USGS)  and  local  universities  to  implement 
a  permanent  water  quality  and  quantity 
monitoring  program. 

Alt  A  +  coordinate/partner  to  implement  per¬ 
manent  monitoring  program  to  monitor  spe¬ 
cies  at  risk,  track  movement  and  occur¬ 
rence  of  WNS,  and  search  for  physical 
signs  in  Ozark  ecoregion;  develop  a  Ref¬ 
uge-specific  WNS  contingency  plan;  identify 
migration  corridors;  increase  LE  support;  in¬ 
vestigate  feasibility  of  installing  alarms  in¬ 
side  caves. 
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Issue 


Landscape-Level  Management  Issue  5:  Wind 
Energy  Farms. 

Habitat  Management  Issue  1;  Degradation  of 
Cave,  Stream,  and  Forest  Habitat. 


Habitat  Management  Issue  2:  Lack  of  Detailed 
Scientific  Cave  Habitat  Data. 


Habitat  Management  Issue  3:  Invasive  Flora 


Habitat  Management  Issue  4:  Fire  Management 


Wildlife  Management  Issue  1:  Threatened  and 
Endangered  (T&E)  Species  and  Species  of 
Concern. 


Wildlife  Management  Issue  2:  Migratory  and 
Resident  Bird  Species. 


Wildlife  Management  Issue  3:  Resident  Non- 
T&E  Species. 


Wildlife  Managemenf  Issue  4;  Invasive  Fauna 
Species  and  Pesf  Management. 


Public  Use  Management  Issue  1 :  Hunting 


Alternative  A:  current  management 


Monitor  baseline  data  of  bird/bat  populations 
affected  by  wind  turbines  and  determine  lo¬ 
cations  to  minimize  impacts. 

Build  and  repair  cave  gates  on-  and  off-Ref- 
uge;  post  signs  prohibiting  entry  of  caves; 
maintain  confidentiality  of  cave  locations; 
gain  LE  support  “on  call”  from  Sequoyah 
NWR;  partner  with  landowners;  survey  and 
mark  boundaries;  implement  fire  manage¬ 
ment  plans  for  Looney  and  Sally  Bull  Hol¬ 
low  Units. 

Perform  cave  bio-inventories;  survey  bat 
hibernacula  and  maternity  sites;  survey 
cavefish  and  cave  crayfish;  map  subferra- 
nean  extent  of  caves. 


Remove  with  handtools,  chainsaws,  and  mow 
on  10  acres;  partner  for  burns  and  invasive 
control;  inventory  vegetation  with  Oklahoma 
State  University;  (see  Fire  Management, 
below). 


Coordinate  response  to  all  wildfires  based  on 
ecological,  social,  and  legal  consequences 
of  fire;  implemenf  Fire  Management  Plans 
for  Looney  and  Sally  Bull  Hollow  Units,  in¬ 
cluding  prescribed  burns  of  400  acres/year 
every  3-5  years. 


Continue  annual  bio-inventorying  research  of 
cave  fauna;  monitor  surveys  of  bat  popu¬ 
lations,  activity,  guano  measurements,  and 
cavefish/crayfish  counts;  monitor  emer¬ 
gence/foraging/migration  of  bat  species 
using  radio  telemetry,  infrared  video,  and 
thermal  imaging;  partner  with  universities 
for  genefic  research. 

Conduct  bird  counts  during  migration  sea¬ 
sons;  use  prescribed  fire  on  Looney  and 
Sally  Bull  Hollow  Units;  enforce  limited  pub¬ 
lic  use. 


Conduct  mobile  acoustic  monitoring  once  or 
twice  a  month  from  spring  through  fall  from 
roadways  and  cave  entrances;  perform  bio- 
invenfories  in  2-3  caves  every  5  years. 


No  managemenf  for  invasive  fauna  species 
and/or  pests. 


No  hunting  permitted 


Alternative  B:  proposed  future  management 


Alt  A  +  identify  bat  migration  corridors;  use 
CIS  to  delineate  high-risk  areas;  quantify 
impacts;  investigate  mitigation  measures. 

Alt  A  +  increase  LE  presence;  install  alarm 
systems  and  infrared  cameras  at  caves; 
search  for  unknown  caves  with  partners; 
outreach  to  landowners. 


Alt  A  +  partner  to  develop  habitat  suitability  in¬ 
dexes  for  cave  species;  research  effects  of 
prescribed  burning/thinning  on  cave  habi¬ 
tats  and  wildlife;  implement  acoustic  mon¬ 
itor  program  for  non-listed  species;  survey 
macroinvertebrates  and  other  cave  fauna. 

Alt  A  +  work  with  partners  to  identify,  docu¬ 
ment,  and  monitor  all  plant  species  occur¬ 
ring  on  the  Refuge;  assess  changes  in 
vegetation  over  time;  use  mechanical  treat¬ 
ments  and  if  necessary,  use  herbicide  spot- 
freatment  a  maximum  of  one  to  three  appli¬ 
cations  per  year,  March-November  (see 
Fire  Management,  below). 

Alt  A  +  develop  a  Refuge-wide  Fire  Manage¬ 
ment  Plan  to  increase  use  of  prescribed  fire 
to  Va  of  Refuge’s  total  acreage/year  every 
3-5  years;  establish  agreements  with  land- 
owners  to  increase  use  of  prescribed  fire 
surrounding  the  Refuge;  monifor  effects  of 
prescribed  fire  and  midstory  thinning  on 
habitats  and  species. 

Alt  A  +  establish  permanent,  stationary  acous¬ 
tic  monitors  in  and  around  caves  on  all 
Units;  establish  permanent  acoustic  survey 
program  on  designated  routes;  develop  a 
habitat  suitability  index  model  for  T&E  cave 
species;  increase  genetic  research;  install 
permanent  cameras  in  caves;  increase  pre¬ 
scribed  fires  to  all  Units  (see  Fire  Manage¬ 
ment). 

Alt  A  +  identify  all  migratory  bird  species  oc¬ 
curring  on  or  near  the  Refuge  (spring  and 
fall);  conduct  seasonal  nesting  studies  and 
MAPS  banding  of  birds  monthly  for  6 
months  each  year;  increase  prescribed  fires 
to  all  Units  (see  Fire  Managemenf). 

Alt  A  +  establish  permanent,  stationary  acous¬ 
tic  monitors  in  and  around  caves  on  all 
Units;  establish  permanent  acoustic  survey 
program  on  designated  routes;  perform  an¬ 
nual  count  surveys  of  non-listed  cavefish 
and  mark  recapture  of  cave  crayfish;  survey 
all  wildlife  species  occurring  on  Refuge;  in¬ 
crease  genetic  research  of  cave  species; 
install  permanent  cameras  in  caves;  in¬ 
crease  prescribed  fires  to  all  Units  (see  Fire 
Management). 

Partner  to  identify,  document,  and  monitor  all 
species  occurring  on  the  Refuge;  conduct  a 
feral  hog,  feral  cat,  and  hothouse  millipede 
survey;  research  eradication  strategies;  if 
necessary,  develop  an  Integrated  Pest 
Management  Plan. 

Develop  a  Hunt  Plan  to  allow  walk-in-only, 
open-access  hunting  on  the  Sally  Bull  Hol¬ 
low  Unit,  adjacent  to  the  State-managed 
Ozark  Plateau  Wetlands  Management  Area 
(WMA). 
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Issue 


Alternative  A:  current  management 


Public  Use  Management  Issue  2:  Environ¬ 
mental  Education  (EE). 


Partner  to  offer  place-based  EE  programs  on 
the  Looney  Unit  and  at  the  Mary  &  Murray 
Looney  Education  &  Research  Center 
(MMLERC),  by  permit  only,  limited  to  10-20 
people,  2-3  times  per  month  in  spring  and 
fall,  1-2  times  per  month  in  summer  and  1 
per  month  in  winter. 


Public  Use  Management  Issue  3:  Interpretation 


Public  Use  Management  Issue  4:  Wildlife  Ob¬ 
servation  &  Photography. 


Partner  to  conduct  interpretation  programs  on 
the  Looney  Unit  and  MMLERC,  by  permit 
only,  for  approximately  25  people  per 
month  on-site  and  to  5  to  100s  of  people 
per  month  off-site. 

Provide  opportunities  by  permit  only  on  the 
Looney  Unit,  in  conjunction  with  interpretive 
and/or  EE  programs. 


Public  Use  Management  Issue  5:  Wood  Har¬ 
vesting. 

Public  Use  Management  Issue  6;  Public  Out¬ 
reach. 


Cultural/Historical  Resources  Management 
Issue  1 :  Historical  Sites. 


Cultural/Historical  Resources  Management 
Issue  2;  Archeological  and  Paleontological 
Sites. 

Facilities/Infrastructure  Management  Issue  1: 
Mary  &  Murray  Looney  Education  &  Re¬ 
search  Center  (MMLERC). 


Facilities/Infrastructure  Management  Issue  2: 
Access  Roads. 


Prohibit  wood  harvesting  by  the  public 


Maintain  confidentiality  to  protect  Refuge  re¬ 
sources  (no  pamphlets/fliers  available). 


Keep  sites  confidential;  partner  with  State  His¬ 
toric  Preservation  Office  (SHPO)  to  pre¬ 
serve  sites. 

Keep  sites  confidential;  partner  with  SHPO, 
Sam  Noble  Museum  archeologists,  and  pa¬ 
leontologists  to  preserve  sites. 

Operate  and  maintain  MMLERC  (1,200  sq.  ft.) 
facility;  maintain  Americans  with  Disability 
Act  (ADA)  accessibility. 


Maintain  a  0.25-mile  unpaved  and  unim¬ 
proved  access  road  to  the  MMLERC,  with  a 
gate;  maintain  an  unpaved  parking  area  for 
approximately  10  vehicles;  excess  parking 
near  the  maintenance  shop. 


Alternative  B;  proposed  future  management 


Alt  A  +  increase  visitation  to  50-100  people 
per  week,  3-4  times  per  week  in  spring, 
summer,  and  fall  and  10-20  people  per 
week,  1-2  times  per  week  in  winter;  expand 
programs  to  include  after-  and  home- 
school,  teacher  continuing  education,  gar¬ 
dening  program,  tribal-lead;  train  other  FWS 
and  partner  agencies  in  effective  EE  meth¬ 
ods;  if  necessary,  develop  a  Visitor  Serv¬ 
ices  Plan. 

Alt  A  +  offer  interpretive  programs  to  include 
permaculture  gardening,  showcase  Refuge 
use  of  sustainable/green  technologies;  if 
necessary,  develop  a  Visitor  Services  Plan. 

Alt  A  +  allow  walk-in  access  of  wildlife  obser¬ 
vation  and  photography  on  Sally  Bull  Hol¬ 
low  Unit,  aside  from  hunting  season;  ex¬ 
plore  additional  opportunities  on  acquired 
lands;  prohibit  use  in  caves;  install  photog¬ 
raphy  blinds  and  3  primitive  overlook  areas 
on  Looney  Unit  trails  and  potentially  newly 
acquired  lands. 

Permit  wood  harvesting  by  the  public  of 
downed-trees  as  Refuge  forest  and  wildlife 
management  needs  dictate. 

Create  a  flier/brochure  to  advertise  Visitor 
Services  opportunities  and  update  Refuge 
websites  to  include  contact  info;  work  with 
volunteers  to  establish  an  official  Friends 
group  to  assist  with  public  outreach. 

Alt  A  +  increase  LE  from  Sequoyah  NWR  to 
secure  known  sites;  partner  to  preserve  and 
perform  studies  on  known  sites  and  newly 
discovered  sites. 

Alt  A  +  increase  LE  from  Sequoyah  NWR  to 
secure  known  sites;  partner  to  preserve  and 
survey  known  sites  and  newly  discovered 
sites. 

Alt  A  +  renovate  roof;  insulate  basement  and 
attic;  renovate  cabin  exterior;  renovate 
porch;  renovate  front  door  to  be  ADA-ac¬ 
cessible;  renovate  one  bathroom  to  be 
ADA-accessible;  install  monitored  alarm 
system;  replace  plumbing  system;  replace 
electrical  system;  replace  propane  gas 
lines;  install  energy-efficient  windows;  main¬ 
tain  water  filter;  install  rainwater  collection 
system;  build  raised  garden  beds  and  re¬ 
landscape  with  native  plants;  install  solar 
panels;  use  energy-efficient  heating  and 
cooling  system  and  appliances;  install  A/V 
technology;  remove  small  cabin  adjacent  to 
MMLERC  and  replace  with  a  800  sq.  ft. 
outdoor  pavilion  studio  space  and  bridge. 

Alt  A  +  improve  roads  and  parking  areas,  in¬ 
cluding;  widen  MMLERC  access  drive/park¬ 
ing  area  by  2  feet  and  improve  with  gravel; 
improve  road  with  gravel  from  county  road 
to  maintenance  shop;  improve  parking  area 
surfaces  with  gravel;  improve  0.3  miles  of 
gravel  road  on  Beck  Unit;  improve  and/or 
maintain  roads  on  newly  acquired  lands,  if 
necessary. 


L. 
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Issue 


Facilities/Infrastructure  Management  Issue  3: 
Nature  Trails  and  Overlooks. 


Facilities/Infrastructure  Management  Issue  4; 
Public  Use  Signs  and  Interpretive  Displays. 


Facilities/Infrastructure  Management  Issue  5: 
Refuge  Headquarters  (HQ)  Site. 


Facilities/Infrastructure  Management  Issue  6: 
Boundaries. 


Facilities/Infrastructure  Management  Issue  7: 
Maintenance  Shops  and  Service  Buildings. 


Facilities/Infrastructure  Management  Issue  8: 
Refuge  Housing. 


Administration  Management  Issue  1:  Funding 
and  Staffing. 


Administration  Management  Issue  2:  Volun¬ 
teers/Friends  Program. 


Alternative  A:  current  management 


Utilize  and  maintain  trails  around  the  Refuge, 
including:  deteriorating  path  from  the 
MMLERC  to  the  pavilion,  small  path  from 
the  parking  area  to  the  MMLERC,  V4-mile 
trail  from  MMLERC  to  Spavinaw  Creek,  Vb- 
mile  trail  from  MMLERC  to  the  old  garden 
area  at  top  of  hill,  150-yard  trail  from  Guess 
house  to  the  MMLERC,  and  ’A-mile  trails 
near  the  Guess  house;  no  established  over¬ 
look  areas. 

No  public  use  signs  or  interpretive  signs  post¬ 
ed  on  any  Refuge  units,  except  for  outside 
of  caves  stating  that  they  are  closed  to  the 
public. 


No  centralized  HQ  site — each  staff  member 
works  out  of  the  Qklahoma  ES  Qffice  in 
Tulsa,  the  MMLERC  (Refuge),  and/or 
Sequoyah  NWR. 


Maintain  and  repair  60  miles  of  Unit  bound¬ 
aries  with  a  total  of  over  4  miles  of  fencing 
and  1 1  gates. 

Utilize  and  maintain  three  maintenance  shops: 
Beck  Unit  Shop — 50  x  30  ft  metal  building 
on  concrete  pad,  Looney  Unit:  50  x  30  ft 
metal  building  on  concrete  pad,  and  Guess 
House  Shop. 


Provide  Refuge  housing  for  Refuge  staff  at 
the  Guess  House  and  one  bedroom  for 
staff,  volunteers,  guests,  etc.  at  the 
MMLERC  cabin  (Looney  Unit);  maintain 
agreement  with  Leslie  Krause. 


Receive  funding  and  staffing  for  operations, 
infrastructure,  and  maintenance,  determined 
by  Congress  and  allocated  to  refuges  by 
the  Southwest  Regional  Qffice  of  the  U.S. 
Fish  and  Wildlife  Service;  seek  additional 
funding  such  as  applying  for  grants  and 
working  with  Non-Government  Qrganiza- 
tions  (NGQs)  in  order  to  leverage  funds. 

No  official  Friends  group  established  (support 
from  National  Speleological  Society  local 
chapters);  approximately  5,000  to  10,000 
volunteer  hours  total  per  year. 


Alternative  B:  proposed  future  management 


Alt  A  +  Establish  a  0.25-mile  primitive  trail  to 
connect  the  MMLERC  trail  to  maintenance 
shop  trail;  build  a  2-mile  primitive  trail 
around  the  perimeter  of  the  Looney  Unit; 
repave  the  0.1 -mile  concrete  path  from  the 
MMLERC  cabin  to  the  pavilion;  improve  the 
0.25-mile  trail  with  gravel  from  the  Looney 
maintenance  shop  to  the  MMLERC;  im¬ 
prove  the  0.1 -mile  primitive  trail  with  gravel 
from  the  parking/camping  area  on  top  of  the 
hill  down  to  the  MMLERC. 

Construct  and  post  a  sign  for  the  MMLERC 
and  new  HQ  site;  install  directional 
MMLERC  sign  at  the  county  road  entrance; 
install  signs  at  all  cave  entrances  to  prohibit 
public  entry  and  also  to  inform  them  about 
White-nose  Syndrome  (WNS);  install  limited 
interpretive  signage  on  Looney  Unit. 

Acquire  up  to  15,000  acres  of  land  and  con¬ 
servation  easements  from  willing  sellers 
within  the  approved  acquisition  boundary 
and  utilize  an  acquired  building(s),  if  appro¬ 
priate,  for  new  centralized  HQ  site;  or  build 
a  new  HQ  site  on  centralized  acquired  site. 

Alt  A  -r  Contract  surveyors  to  survey  and 
mark  all  un-surveyed/un-marked  Unit 
boundaries  on  the  Refuge;  maintain  new 
markers. 

Alt  A  +  build  an  additional  50  x  100  ft  metal 
building  on  concrete  pad  maintenance  shop 
at  new  HQ  site;  construct  additional  decon¬ 
tamination  and  storage  facility  at  new  HQ, 
with  ventilation  building;  outfit  facilities;  con¬ 
struct  a  fueling  station  for  Refuge  vehicles 
and  equipment  at  new  HQ;  reconstruct  ex¬ 
isting  pole  barn  on  the  Beck  Unit. 

Alt  A  -I-  once  HQ  is  established,  convert  exist¬ 
ing  Refuge  office  to  a  second  guest  room  at 
the  MMLERC;  new  HQ  plan  would  include 
kitchen/bath  facilities;  construct  two  Rec¬ 
reational  Vehicle  (RV)  pads  at  the  new  HQ 
site;  construct  RV  pad  on  the  Looney  Unit; 
when  agreement  with  Leslie  Krause  is  ter¬ 
minated  (donation),  renovate  Krause  resi¬ 
dence  for  Refuge  housing. 

Same  as  Alt  A. 


Alt  A  -t-  coordinate  with  unofficial  Friends 
group  and/or  dedicated  volunteer  members 
to  encourage  formation  of  official  Friends 
Group;  perform  outreach  to  increase  part- 
time,  non-resident  volunteers  to  approxi¬ 
mately  10,000  to  20,000  volunteer  hours 
per  year;  educate  and  train  volunteers. 
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Issue 

Alternative  A;  current  management 

Alternative  B;  proposed  future  management 

Administration  Management  Issue  3:  Coordi¬ 
nate  Beyond  FWS  Regional  Boundaries  to 
More  Effectively  Manage  Federally  Listed 
Cave  Species  on  a  Landscape  Level. 

No  management  agreement  in  place  to  co¬ 
ordinate  across  FWS  Regional  boundaries 
to  manage  cave  habitat  and  species. 

Coordinate  with  the  State  of  Arkansas  and 
FWS  Region  4  to  manage  or  co-manage 
Logan  Cave  NWR  as  a  Unit  of  Ozark  Pla¬ 
teau  NWR;  coordinate  with  the  State  of 
Missouri  and  FWS  Region  3  to  manage  or 
co-manage  Cavefish  NWR  and  Pilot  Knob 
NWR  as  Units  of  Ozark  Plateau  NWR;  co¬ 
ordinate  with  the  State  of  Kansas  and  FWS 
Region  6  for  Ozark  Plateau  NWR  to  co¬ 
operate  management  of  federally  listed 
Ozark  cave  species;  expand  and  establish 
new  acquisition  areas  within  the  Ozark 
landscape  across  multiple  State  and  Re¬ 
gional  boundaries. 

Public  Availability  of  Documents 

In  addition  to  any  inetliods  in 
ADDRESSES,  yon  can  view  or  obtain 
documents  at  the  following  locations; 


•  Our  Wuh  sHn:  hltpJ/www.fws.^’ov/ 
southwest /rufw^us/Plun/ 
plunsinprogress.htiul. 

•  At  the  followinf^  public  lihruries: 


Library 

Address 

Phone  number 

Delaware  County  Library  . 

Stilwell  Public  Library  . 

Tahlequah  Public  Library  . 

Miami  Public  Library . 

Stanley  Tubbs  Memorial  Library  . 

Central  Library . 

429  South  9th  St.,  Jay,  OK  74346  . 

5  N  6th  St.,  Stilwell,  OK  74960  . 

120  S  College  Ave.,  Tahlequah,  OK  74464  . 

200  N.  Main,  Miami,  OK  74354  . 

101  E  Cherokee  Ave.,  Sallisaw,  OK  74955  . 

400  Civic  Ctr.,  Tulsa,  OK  74103  . 

918-253-8521 

918-696-7512 

918-456-2581 

918-542-3064 

918-596-7897 

918-596-7897 

.Submitting  (iomments/Issues  for 
(Comment 

We  consider  comments  substantive  if 
they: 

•  Question,  with  reasonable  basis,  the 
accuracy  of  the  information  in  tlu; 
docimumt; 

•  Question,  with  reasonable  basis,  the 
adetjuacy  of  the  envirommmtal 
assessment  (FA): 

•  Prescmt  reasonable  alternatives 
other  than  those  presented  in  the  EA; 
and/or 

•  Provide  new  or  additional 
information  relevant  to  the  assessment. 

Next  Steps 

After  this  comment  ]jerioil  ends,  we 
will  analyze  each  comment  and  addre.ss 
them  in  an  aj)pen(lix  form  of  the  Final 
(XiP  along  with  a  finding  of  no 
significant  im|)act. 

Public  Availability  of  Comments 

Bcdbre  including  your  address,  phone 
innnher,  email  address,  or  other 
personal  identifving  information  in  vour 
comment,  von  should  be  aware  that 


your  entire  comnumt — including  your 
personal  identifying  information — may 
be  made  publicly  available  at  anv  time. 
While  you  can  ask  us  in  your  comment 
to  withhold  yonr  personal  identifving 
information  from  ])ublic  review,  we 
cannot  guarantee  that  we  will  be  able  to 
do  so. 

Datcnl:  Nevcaiilxir  .'10,  2012. 

|ov  Nicliolopoiilns. 

Itegiondl  Director.  Soiitlnvesl  He"iou. 

IFK  1)«k;.  2in:i-02<)7(i  Filod  2-(>-13;  1 1 :15  anil 
BILLING  CODE  4310-55-P 


DEPARTMENT  OF  THE  INTERIOR 

Fish  and  Wildlife  Service 

[FWS-R3-ES-201 3-N027; 

FXES1 1 1 30300000F3-1 34-FF03E00000] 

Endangered  and  Threatened  Species; 
Permits 

AGENCY:  Fish  and  Wildlife  Service, 
Intmior. 

ACTION:  Notice  of  i.ssuance  of  iiermits. 


summary:  We.  the  IJ.S.  Fish  and 
Wildlife  .Service,  have  is.sued  the 
following  iiermits  to  conduct  certain 
activities  with  endangered  sjiecies 
under  the  authority  of  the  Endangered 
.Sjiecies  Act,  as  amended  (Act). 

FOR  FURTHER  INFORMATION  CONTACT:  Ms. 
Ei.sa  Mandell.  IJ.S.  Fi.sh  and  Wildlife 
.Service,  Ecological  .Service.s — 
Endangered  Siiecies.  .'5800  American 
Blvd.  \Ve.st.  .Suite  990,  Bloomington,  MN 
.5.'i437-14.'58:  (812)  713-.')343  (jihone)  or 
Iisu_munclell@fws.gov  (email). 

SUPPLEMENTARY  INFORMATION:  We  have 
issued  the  following  ])ermit.s  in  response 
to  recovery  permit  ajijilications  we 
received  under  the  authority  of  section 
10  of  the  Act  (18  IJ.S.C.  l.iai  et  sec].). 
Each  permit  listed  below  was  issued 
only  after  we  determined  that  it  was 
ajijilied  for  in  good  faith,  that  granting 
the  ])ermit  would  not  he  to  the 
disadvantage  of  the  listed  .sjiecies,  and 
that  the  terms  and  conditions  of  the 
jKirmit  were  consistent  with  purposes 
and  jiolicy  set  forth  in  the  Act. 


Applicant  name 

Permit  No. 

Date  issued 

Date  expired 

ABR,  INC . 

224720 

4/10/2012 

12/31/2013 

AHLSTEDT,  STEVEN  A  . 

113009 

12/13/2012 

12/31/2014 

BAT  CALLS  IDENTIFICATION,  INC . 

60958A 

2/17/2012 

12/31/2013 

BAT  CONSERVATION  AND  MANAGEMENT,  INC . 

212440 

4/9/2012 

12/31/2012 

BENEDICT,  RUSSELL  A . 

06820A 

5/16/2012 

12/31/2013 

BERNARDIN-LOCHMUELLER  &  ASSOCIATES  . 

06845A 

4/10/2012 

12/31/2013 

BHE  ENVIRONMENTAL,  INC  . 

38789A 

5/24/2012 

12/31/2012 
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Applicant  name 


Permit  No. 


Date  issued 


Date  expired 


BIDART-BOUZAT,  MARIA  GABRIELA  . 

BISHOP  HILL  ENERGY  LLC  . 

BOYLES,  JUSTIN  G  . 

BRITZKE,  ERIC  R  . 

BROWN,  ROBERT  JEFFREY  . 

CARTER,  TIMOTHY  C  . 

CARVER,  BRIAN  D  . 

CAYLOR,  MEGAN  K  . 

CENTER  FOR  BIODIVERSITY  . 

CIVIL  AND  ENVIRONMENTAL  CONSULTANTS,  INC . 

CLEVELAND  METROPARKS  . 

DAVEY  RESOURCE  GROUP  . 

ECOLOGY  &  ENVIRONMENT,  INC . 

EGRET  ENVIRONMENTAL  CONSULTING,  LLC  . 

EMERY,  SARAH  MICHELLE  . 

ENVIRONMENTAL  SOLUTIONS  AND  INNOVATIONS,  INC. 

ENVIROSCIENCE,  INC . 

FERNANDO,  DANILO  D  . 

FISHMAN,  MICHAEL  SAMUEL  . 

FOREST  PRESERVE  DISTRICT  OF  WILL  COUNTY  . 

FOWLER  RIDGE  WIND  FARM  . 

GARVON,  JASON  MICHAEL  . 

GILMORE,  MARY  BRIGID  . 

HALE,  BENJAMIN  T  . 

HOGGARTH,  MICHAEL  A . 

ILLINOIS  NATURAL  HISTORY  SURVEY  . 

ILLINOIS  NATURAL  HISTORY  SURVEY  . 

ILLINOIS  STATE  MUSEUM  . 

INDIANA  UNIVERSITY-PURDUE  UNIVERSITY  FT  WAYNE 

KAPUSINSKI,  DOUGLAS  J  . 

KLOCEK,  ROGER  A  . 

LEWIS  ENVIRONMENTAL  CONSULTING,  LLC  . 

MAINSTREAM  COMMERCIAL  DIVERS,  INC . 

MALACOLOGICAL  CONSULTANTS  . 

MALCOSKY,  MICHELLE  . 

MCCLANAHAN,  ROD  DANIEL  . 

MILLER,  LEVI  D  . 

MISSOURI  DEPARTMENT  OF  CONSERVATION  . 

MISSOURI  DEPT  OF  CONSERVATION  . 

MORGAN,  THERESA  SYDNEY  . 

MYERS-KINZIE,  MELODY  LYNN  . 

OHIO  DIVISION  OF  WILDLIFE  . 

PAVLOVIC,  NOEL  B  . 

PITTSBURGH  WILDLIFE  &  ENVIRONMENTAL,  INC . 

REDWING  ECOLOGICAL  SERVICES,  INC . 

SANDERS  ENVIRONMENTAL  INC  . 

SHAWNEE  NATIONAL  FOREST  . 

SMITHSONIAN  INSTITUTION  . 

SOLUK,  DANIEL  A  . 

ST.  LOUIS  ZOO  . 

STANTEC  CONSULTING  SERVICES,  INC . 

STEFFEN,  BRADLEY  JAMES  . 

THE  NATURE  CONSERVANCY  . 

THE  OHIO  DEPARTMENT  OF  TRANSPORTATION  . 

TIMPONE,  JOHN  CHARLES  . 

TOMASI,  THOMAS  E  . 

TRAGUS  ENVIRONMENTAL  CONSULTING,  INC . 

U.S.  ARMY  CORPS  OF  ENGINEERS  . 

U.S.  FISH  AND  WILDLIFE  SERVICE  . 

U.S.  FISH  AND  WILDLIFE  SERVICE  . 

U.S.  FISH  AND  WILDLIFE  SERVICE  . 

U.S.  FOREST  SERVICE  . 

U.S.  GEOLOGICAL  SURVEY  . 

UNIVERSITY  OF  MICHIGAN  . 

UNIVERSITY  OF  MINNESOTA  . 

U.S.  ARMY  CORPS  OF  ENGINEERS  . 

U.S.  GEOLOGICAL  SURVEY  . 

USDA  FOREST  SERVICE  . 

VANDE  KOPPLE,  ROBERT  J  . 

VESPER  ENVIRONMENTAL  LLC  . 

WALTERS,  BRIANNE  LORRAINE  . 

WATTERS,  GEORGE  THOMAS  . 

WELCH,  ROBERT  JOHN  . 

WESTERN  ECOSYSTEMS  TECHNOLOGY,  INC . 


43555A 

2/22/2012 

7 1464 A 

7/10/2012 

82666A 

12/17/2012 

023666 

10/25/2012 

74592A 

8/3/2012 

02560A 

3/20/2012 

48833A 

4/30/2012 

71680A 

5/29/2012 

006012 

4/25/2012 

07358A 

4/19/2012 

66724A 

5/16/2012 

235639 

8/3./2012 

212427 

5/16/2012 

7731 3A 

8/3/2012 

43607A 

1/30/2012 

02373A 

5/31/2012 

130900 

3/23/2012 

77384A 

7/30/2012 

7731 OA 

10/19/2012 

71720A 

6/26/2012 

73598A 

7/11/2012 

38860A 

4/25/2012 

62311 A 

3/7/2012 

71827A 

7/16/2012 

194099 

4/19/2012 

73584A 

8/6/2012 

182436 

1/4/2012 

10891 A 

4/9/2012 

77369A 

7/25/2012 

77530A 

10/10/2012 

71 737 A 

7/11/2012 

181256 

4/12/2012 

02344A 

4/10/2012 

73128A 

7/16/2012 

08603A 

6/29/2012 

06797A 

2/16/2012 

60999A 

3/1/2012 

71730A 

11/27/2012 

6231 3A 

2/16/2012 

02360A 

5/29/2012 

82665A 

10/10/2012 

65950A 

2/16/2012 

77370A 

7/30/2012 

06801 A 

5/29/2012 

151107 

4/12/2012 

38842A 

6/13/2012 

06778A 

5/7/2012 

06846A 

5/18/2012 

805269 

7/23/2012 

135297 

5/15/2012 

15027A 

6/13/2012 

71718A 

5/29/2012 

838715 

3/23/2012 

02651 A 

4/25/2012 

120231 

8/24/2012 

195082 

12/5/2012 

105320 

3/5/2012 

02378A 

5/14/2012 

697830 

1/1/2012 

06841 A 

5/15/2012 

206778 

5/30/2012 

217351 

2/16/2012 

10887A 

7/17/2012 

71819A 

6/1/2012 

62334A 

3/29/2012 

66634A 

8/7/2012 

207526 

3/19/2012 

06809A 

12/17/2012 

11035A 

6/22/2012 

74589A 

8/3/2012 

106220 

6/14/2012 

088720 

6/28/2012 

71 834 A 

8/9/2012 

234121 

4/2/2012 

12/31/2013 

3/1/2014 

12/31/2014 

12/31/2014 

12/31/2014 

12/31/2013 

12/31/2013 

12/31/2013 

12/31/2016 

12/31/2013 

12/31/2013 

12/31/2013 

12/31/2012 

12/31/2014 

12/31/2013 

12/31/2013 

12/31/2013 

12/31/2014 

12/31/2014 

12/31/2013 

6/30/2013 

12/31/2012 

12/31/2013 

12/31/2013 

12/31/2013 

12/31/2015 

12/31/2012 

12/31/2014 

12/31/2013 

12/31/2014 

12/31/2013 

12/31/2013 

12/31/2013 

12/31/2013 

12/31/2013 

12/31/2013 

12/31/2013 

6/30/2020 

12/31/2014 

12/31/2013 

12/31/2014 

12/31/2014 

12/31/2014 

12/31/2013 

12/31/2013 

12/31/2014 

12/31/2013 

12/31/2013 

12/31/2014 

12/31/2012 

12/31/2013 

12/31/2013 

12/31/2015 

12/31/2013 

12/31/2014 

12/31/2014 

12/31/2012 

12/31/2014 

12/31/2015 

11/30/2014 

12/31/2014 

12/31/2013 

12/31/2013 

12/31/2013 

12/31/2013 

12/31/2014 

3/31/2014 

12/31/2014 

12/31/2013 

12/31/2014 

12/31/2012 

12/31/2012 

12/31/2014 

12/31/2013 
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Applicant  name 

Permit  No. 

Date  issued 

Date  expired 

WHITBY,  MICHAEL  D  . 

62297A 

3/5/2012 

12/31/2013 

WHITTLE,  JASON  BOHDAN  . 

62286A 

3/1/2012 

12/31/2013 

WILDLIFE  SPECIALISTS  LLC  . 

66727A 

5/29/2012 

12/31/2013 

ZANATTA,  DAVID  T  . 

71821A 

7/18/2012 

12/31/2014 

Availtil)ility  of  Documents 

Docunuaits  and  oth(?r  inidnnation 
submitted  witli  those  applications  are 
available  lor  review,  subjcict  to  the 
nujuirements  ot  the  Privacy  Act  and 
IniHHloin  of  Information  Act.  by  any 
party  who  snbmits  a  written  retjnires  for 
a  copy  of  such  docnments  to  Lisa 
Mamiell  (see  FOR  FURTHER  INFORMATION 
CONTACT). 

Authority:  riie  aulhorily  lor  this  iiolicx:  is 
llu!  li;n(lan{>(;re(l  Species  Act  of  1973,  as 
amended  (Iti  ll.S.(].  1.531  e/  sef/.). 

Lynn  Lewis. 

Assislanl  Hugioiuil  Dirat  lor.  Haolot’ictil 
San'icas.  MithvasI  lia}>ion. 

|FK  Odc.  2(n3-02KKK  Filed  2-7-13:  H:4.5  :im| 

BILLING  CODE  4310-55-P 

DEPARTMENT  OF  THE  INTERIOR 

Bureau  of  Land  Management 

[LLMTC  00900.L16100000.DP0000] 

Notice  of  Public  Meeting,  Eastern 
Montana  Resource  Advisory  Council 
Meeting 

agency:  IJnrean  of  Land  Management. 
Interior. 

ACTION;  Notice  of  Public  Meeting. 

SUMMARY:  In  accordance  with  the 
Federal  Land  Policy  and  Management 
Act  (FLPMA)  and  the  Federal  Advisory 
(annmittee  Act  of  1972  (FACA).  the  II..S. 
Department  of  the  Interior.  Bnniau  of 
Land  Management  (HLM)  Eastern 
Montana  Re.sonrce  Advisorv  (ionncil 
(RAC)  will  meet  as  indicated  below. 
DATES:  The  next  regular  meeting  of  the 
liiistern  Montana  RAC  will  he  held  on 
March  (i,  2013  in  Miles  Citv,  Montana. 
The  meeting  will  start  at  8:00  a.m.  and 
adjourn  at  aj)j)roximately  3:30  j).m. 
ADDRESSES:  When  determined,  the 
meeting  location  will  he  announced  in 
a  news  release. 

FOR  FURTHER  INFORMATION  CONTACT: 

Mark  )acoh.sen.  Public  Affairs  Specialist. 
HLM  Eastern  Montana/Dakotas  District, 
111  (iarrvowen  Road,  Miles  (iitv. 
Montana  ‘i9301.  (400)  23.3-2831. 
nuivk  J(i(:()l).'ian@I)lnh<’()v.  Persons  who 
use  a  telecommunications  device  for  the 
deaf  (TDD)  may  call  the  Federal 
Information  Relay  Service  (FIR.S)  at  1- 
80(Mi77-8339  to  contact  the  above 


individual  during  normal  business 
hours,  rhe  FIRS  is  available  24  hours  a 
day,  7  days  a  week  to  leave  a  message 
or  {jiiestion  with  the  above  individual. 
Yon  will  receive  a  reply  during  normal 
hnsine.ss  hours. 

SUPPLEMENTARY  INFORMATION:  The  1 5- 
memher  council  advises  the  Secretary  of 
the  Interior  through  the  HLM  on  a 
variety  of  jilanning  and  management 
i.ssnes  as.sociated  with  public  land 
management  in  Montana.  At  these 
meetings,  tojjics  will  include!:  Miles  (>ity 
and  Hillings  Field  Office  manager 
updates,  snheommittee  briefings,  work 
sessions  and  other  issues  that  the 
council  may  raise.  All  meetings  an: 
open  to  the  public  and  the  public  may 
l)resent  written  comments  te)  the 
council.  I’iach  formal  RAO  meeting  will 
also  have  tinu!  allocatcid  for  hearing 
pnhlic  comments.  Depending  on  the 
mimhcir  of  persons  wishing  to  comment 
and  time  availahli!.  th(!  time  for 
individual  oral  comments  may  he 
limited.  Individuals  who  plan  to  attiind 
and  need  special  assistance,  such  as 
sign  language  interpretation,  tour 
transportation  or  other  rea.sonahle 
accommodations  should  contact  the 
HLM  as  provided  above. 

Dated:  |amiarv  29.  2013. 

Diaiu:  M.  Frie/.. 

Dtislarn  MoiUtiiui — Dtikoltis  Dislricl  .\I(in(it>ar. 
|FR  Doc.  2(n:i-02H92  Filed  2-7-13:  K:4.5  amj 
BILLING  CODE  4310-DN-P 

DEPARTMENT  OF  THE  INTERIOR 

Bureau  of  Land  Management 

[LLIDC00000.1 3XL1 1 09AF. 

L1 01  OOOOO.M  U0000.241  A0;4500046855] 

Notice  of  Public  Meeting,  Coeur 
d’Alene  District  Resource  Advisory 
Council  Meeting;  ID 

agency:  Hiirean  of  Liind  Management, 
Interior. 

ACTION:  Notice  of  Pnhlic  Meeting. 

SUMMARY:  In  accordance  with  the 
Federal  Land  Policy  and  Management 
Act  (I’LPMA)  and  the  Federal  Advisorv 
(iommittee  Act  of  1?)72  (FACA),  the  11. .S. 
De])artment  of  the  Interior,  Hnrean  of 
Land  Mcinagement  (HLM)  Coeur  d’Alene 
District  Resource  Advisorv  Council 
(RAC)  will  meet  as  indicated  below. 


DATES:  March  7,  2013.  The  RAC  meeting 
will  begin  at  9:30  a.m.  with  a  half-honr 
orientation  session  for  new  members. 

The  general  meeting  will  begin  at  10:00 
a.m.  and  end  no  later  than  3:30  ji.m.  'I'he 
])uhlic  comment  ])eriod  will  he  held 
from  1:00  p.m.  to  1:30  ]).m.  The  meeting 
will  he  held  at  the  Coeur  d’Alene  HLM 
District  Office  located  at  381.5  Schreiher 
Wav.  Coeur  d’Alene,  Idaho  83815. 
Meeting  proceedings  may  also  he 
viewed  by  the  pnhlic  through  video 
conferencing  technology  at  the 
Cottonwood  Field  Office  located  at  1 
Hntte  Drive.  Cottonwood,  Idaho  83522. 

FOR  FURTHER  INFORMATION  CONTACT: 
.Suzanne  Fndsley.  RAC  Coordinator, 

HLM  Coeur  d’Alene  District,  3815 
.Schr(!iher  Wav.  C-oenr  d’Alene,  Idaho 
83815  or  telephone  at  (208)  7()9-5()04. 

SUPPLEMENTARY  INFORMATION:  'fhe  15- 
memh(!r  RA(i  advises  the  .Secretary  of 
the  Interior,  through  the  Hnrean  of  Land 
Manag(!ment.  on  a  variety  of  i)lanning 
and  management  i.ssnes  associated  with 
jmhiic  land  management  in  Idaho.  'I'lie 
ag(!nda  will  include  the  following  main 
topics:  A  presentation  regarding  the 
HLM's  pro|)osed  .Sheep  Fin!  .Salvage 
Timber  .Sale  and  a  pres{!ntation  by  the 
Clearwater  and  Nez  P(!rce  National 
For(!.sts  regarding  a  national  forest 
recr(!ation  site  review  to  the  Recnuition 
RA(i  .Subcommittee.  'Fhe  agenda  will 
al.so  include  nj)dates  from  the  Co(!nr 
il’Alene  and  Cottonwood  Field  Offices. 
Additional  agenda  topics  or  changes  to 
the  agenda  will  he  announced  in  local 
press  releases.  More  information  is 
available  at  http://\\'\\'\\'.blm.oov/id/st/ 
an/gat  involvati/ivsource  tidvison'/ 
cotnird  jdana  district  .him].  All 
meetings  are  open  to  the  i)uhlic.  The 
pnhlic  may  pre.sent  written  ctjmments  to 
the  RAC  in  advance  of  the  m(!eting  or 
during  the  scheduled  ])nhlic  forum  the 
day  of  the  m(!{!ting.  Each  formal  RAfi 
meeting  has  allocated  time  for  receiving 
|)uhlic  comments.  Depending  upon  the 
mnnher  of  persons  wishing  to  comment 
and  time  available,  th(!  tinu!  for 
individual  oral  comments  may  he 
limited.  Individuals  who  plan  to  attend 
and  n(!ed  .s])ecial  a.ssistance,  such  as 
sign  language  interpretation  or  other 
nuisonahle  accommodations,  should 
contact  th(!  HLM  as  provided  above!. 
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Daliul:  Iciiuiarv  29.  2013. 

(iary  IJ.  Cooper. 

Dislrirt  Mciiui^or. 

II'K  Doc.  2l)i:i-02fi<l3  2-7-13;  K:45  amj 

BILLING  CODE  4310-GG-P 

DEPARTMENT  OF  THE  INTERIOR 

National  Park  Service 

[NPS-WASO-NRNHL-12032;  2200-3200- 
665] 

National  Register  of  Historic  Places; 
Notification  of  Pending  Nominations 
and  Related  Actions 

Noniination.s  for  the  iollo\vint> 
propertie.s  being  considered  for  listing 
or  related  actions  in  the  National 
Register  were  received  by  the  National 
Park  Service  before  December  29.  2012. 
Pursuant  to  section  00.13  of  30  CP'R  part 
00.  written  comments  are  being 
accepted  concerning  the  significance  of 
the  nominated  properties  under  the 
National  Regi.ster  criteria  for  evaluation, 
(iomments  mav  b(i  forwarded  bv  United 
Slates  Postal  Service,  to  the  National 
Register  of  Historic  Places.  National 
Park  Service.  1840  C  St.  NW..  MS  2280. 
Washington.  DCi  20240:  by  all  other 
carriers,  National  Register  of  Historic 
Places,  National  Park  .Service. 1201  five 
.St.  NW..  8tb  iloor,  Washington.  D(’. 
20t)0.'j;  or  by  fax,  202-371-(i447.  Written 
or  faxed  comments  sbonld  be  submitted 
by  February  2.5,  2013.  Bcdbre  including 
your  address.  pboiK!  mnnbcjr,  email 
address,  or  other  jiersonal  identifying 
information  in  your  comment,  von 
sbonld  bi!  aware  that  your  entire 
comment — including  your  |)ersonal 
identifying  information — may  be  made 
publiclv  available  at  any  time.  While 
you  can  a.sk  us  in  yonr  comment  to 
withhold  yonr  ])ersonal  identifying 
information  from  public  review,  we 
c:annot  guarantee  that  we  will  be  able  to 
do  so. 

Haled:  )aiuiarv  4.  2013. 

|.  Paul  Loetlier, 

OVi/e/,  \'(ilian(il  Hagistor  of  I lisloric  Places/ 
National  Historic  Landmarks  Program. 

IDAHO 

(Canyon  (bounty 

Nam|)a  Valley  (aange  No.  131.  (Orange  Halls 
in  l(lalio)  203  .llh  Avc;..  .S..  Nampa. 
13000002 

MISSOURI 

lacksnii  Uoiiiity 

8avl(!s  Addition  Historic  Districl.  (Lee’s 
.Summit.  Missouri  MI’S).  Itonnded  hv  .S\V. 
lelTerson.  .SW.  3rd.  .SW.  5lh.  .S\V.  Itli'jt  SW. 
Walnut  .Sts.,  Lee’s  Summit.  13000003 
.Sonllnvesl  Third  and  .SonthwesI  Madison 
Historic  District.  (Lee’s  .Summit,  Missouri 


MI’S).  202  through  300  SW.  3rd  St..  Liie’s 
Summit.  13000004 

Si.  Louis  Iiiditpendenl  (aly 

Uhurch  of  llu!  Miissiah.  .1201  linrighl  Av(!..  .St. 
Louis  (Independent  (aly).  1300000.1 

NKVADA 

(lark  Uoimty 

LI  Unite/  Hotel  and  (Casino.  000  LremonI  .St.. 
Las  Vegas.  13000010 

Washoe  Uoiinty 

Washoe  Uounly  Lihrary.  301  .S.  Uenler  .St., 
Reno. 13000011 

NLVV  HAMPSHIRK 
Rockingham  Uounly 

North  Hamilton  Town  Hall.  231  Allanlii; 

Ave..  North  Hamilton,  13000000 
North  .School.  03  Amesliurv  Kd..  Kensington. 
13000007 

Union  Meetinghouse — UniversalisI  Uhurch. 

97  Amesliurv  Kd..  Kensington,  13000008 

SlralTord  (aiiinly 

.Smith  Uhapel.  4.3  Mill  Pond  Kd..  Durham, 
13000009 

I’UK R K)  RIUO 

Ueilia  Municipality 

(ieilia  t-'ire  .Station.  (Lire  .Stations  in  Puerto 
Kico  MP.S)  22(i  Lauro  Pineiro  Ave.,  (ieilia. 

1 3000012 

Ponce  Municipality 

Uasa  Vives.  88  Ualle  Paseo  Alocha.  Ponce. 
13000013 

Sahana  Urancle  Municipality 
(iementerio  Masonico  de  la  Kesp.  Logia 
Iguahlad  Num.  23  de  .Sahana  (h'ande. 
(Uemeteries  in  Puerto  Kico.  1804-1920 
MP.S)  PK  121.  .Sahana  Urande.  13000014 

Yahucoa  Munic:ipalily 

Yalincoa  Lire  .Station.  (Lire  .Stations  in  Puerto 
Kico  MI’S)  Address  Kesiricled.  Yahucaia, 
13000015 

WASHINGTON 
Island  ('.ounty 

Deception  Pass  .Stale  Park.  41020  WA  20.  Oak 
Harhor,  13000018 

King  Uininly 

Admiral's  House.  13lh  Naval  District.  2001 
W.  Garfield  St..  Seattle.  13000010 
Uohnan  Automotive  Iluilding.  401  L.  Pine 
SI..  .Seattle,  13000017 
In  the  interest  of  preservation  a  retpiest  to 
shorten  the  comment  period  to  three  days  has 
been  made  for  the  following  resource: 

DISTRICT  OF  COLUMBIA 
District  of  (hiluinbia 

Lmliassy  of  Mexic:o — MaeVeagh  House.  282S) 
lOlh  .St.,  NW..  Washington.  13000001 
ILK  Dec.  201,3-02915  filed  2-7-13;  8:45  iiin| 

BILLING  CODE  4312-51-P 


DEPARTMENT  OF  THE  INTERIOR 
National  Park  Service 

[NPS-WASO-NRNHL-12009;  2200-3200- 
665] 

National  Register  of  Historic  Places; 
Notification  of  Pending  Nominations 
and  Related  Actions 

Nominotions  for  tin;  following 
proport ios  being  con.sidorod  for  li.sting 
or  rolatod  actions  in  tbo  National 
Rogistor  wore  rocoived  by  tbo  National 
Park  .Sorvico  boforo  Docombor  22.  2012. 
Pursuant  to  soction  00.18  of  80  CFR  part 
00,  written  comments  are  being 
accepted  concerning  the  significance  of 
the  nominated  jiroperties  under  the 
National  Regi.ster  criteria  for  evaluation, 
("omments  may  be  forwarded  by  United 
States  Postal  .Service,  to  the  National 
Register  of  Historic  Places,  National 
Park  Service.  184‘)  C  St.  NW.,  MS  2280, 
Washington,  D(^  20240;  by  all  other 
carriers.  National  Regi.ster  of  Historic 
Places,  National  Park  .Service.  1201  Eye 
.St.  NW.,  8tb  floor,  Washington,  DU 
2000.5:  or  by  fax.  202-871-0447.  Written 
or  faxed  comments  sbonld  be  submitted 
by  February  25.  2018.  Before  including 
vonr  address,  ])bone  number,  email 
address,  or  other  iiersonal  identifying 
information  in  yonr  comment,  yon 
sbonld  be  aware  that  your  entire 
comment — including  yonr  personal 
identifying  information — may  be  nuide 
publicly  available  at  any  time.  While 
yon  can  a.sk  ns  in  yonr  comment  to 
withhold  yonr  personal  identifying 
information  from  public  review,  we 
cannot  guarantee  that  we  will  be  able  to 
do  .so. 

Dated;  December  20.  2012. 

Roger  Reed. 

Actiiifi  Cilia/.  National  lla<’istar  of  Historic 
Places/ National  Historic  Landmarks  Pro<>ram 

FLORIDA 

Orange  Uuunty 

Kerouac.  )ack.  House.  1418  (denser  Avi;.. 
Orlando.  12001254 

Sarasota  Uounty 

Warm  Minmal  .Springs  Motel.  (.Sarasota 
.School  of  Art:hitecture  MI’S),  12597  .S. 
Tamiami  Trail.  North  Port.  12001255 

MISSOURI 

lacksoii  (dnmty 

Marly.  Albert.  Building.  (Railroad  Related 
1  listoric  Uommercial  and  Industrial 
Resources  in  Kansas  (aly.  Missouri  MP.S). 
1412-1418  W.  12lh  St..  Kansas  City. 
12001257 

St.  Louis  Independent  (aty 
Lindell  Park  .Subdivision,  Bounded  by  N. 
(Jrand  Blvd.,  Natural  Bridge,  Glasgtiw  K  .St 
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l,()uis  Avos..  .St,  Louis  (ln<it!]HUi(l(!nl  Ciity). 

1 20(11 25(i 

Ni;\V  YORK 

lullurson  (iounly 

Mrsl  Fr(!sl)vli!riiin  .Socioly  ol  (iapu  Vinconl. 
{(iapi!  Vinctuil  l  owii  and  Yillagi;  MRA). 
200  L.  Uroadwav.  (iajx'  Vinconl.  1200 1258 

Moiit^omory  (ioniity 

I'irsl  Mtaliodisl  i;])iscopal  (luircli  of  .Si, 
lolinsvillo,  .T  \V.  Main  .St.,  .Si.  |()lins\’ill(\ 
120012.50 

Scliiiharif!  (kuinty 

Torponning — lolinsoii  llonsi;  and  (iinniilcny. 
074  llrookor  Hollow  Rd..  Ilrookin'  Hollow, 
12001200 

\V(!st  I’nllon  M(!lhodist  Hhnrch.  840  Wost 
Fnlton  Rd..  Wosl  l-’nllon.  12001201 

NORTH  CAROLINA 

I’olk  Ciounly 

Tryon  Cionnlry  Clnh.  308  Cionnlry  Clnh  Rd.. 
Tryon. 12001202 

SOUTH  CAROLINA 

Pickniis  (iouiily 

1  lostor  .Sloro,  173,5  1  losOir  .Sloro  Rd..  Laslov. 
12001203 

York  (ion Illy 

Rock  Hill  I’rinling  and  l''inislnng  (ioinpanv. 
400  W.  WlnloSL.  Rock  Hill.  12001204 

VIRCINIA 

Augusta  Coiinly 

Hangin'Mill  (Honndarv  Incnsiso).  |cl.  ol  VA 
801  Kc  US  2.50.  Chnix  livillc.  1200120.5 

Fairfax  Coiinly 

llloonilinid.  12000  Lnnsbnig  I’iko.  lUniulon. 
12001200 

Falls  (ihuridi  Indepinidinil  (iity 

naiuToll.  Fdwin  and  Mary  Ellon  Hondorson. 
Honsi!.  307  .S.  Ma|)lo  Avo..  Falls  tihnrch 
(Indopoiulont  (iity).  12001207 

Franklin  Indopendont  (iity 
Haydon  High  .School,  010-078  Oak  .St.. 
Franklin  (lndo])(!ndont  (iily).  12001208 

Norfolk  Indopendont  (iity 

.Soahoard  Air  Lino  Railway  llnilding.  221- 
220  \V.  Hnlo  .St.,  Norfolk  (Indojiondont 
City).  12001271 

Slionandoah  (ioiinty 

Slonor — Kidlor  Honso  and  Mill.  2000 
Matllofiidd  Rd.,  .SIrashnrg.  12001200 

Spotsylvania  (iounty 

Linsdowno.  4010  Lansdowno  Rd.. 
Fi'cMlorickshnrg.  12001270 

Stafford  (iounty 

.Stafford  Training  .ScdiooL  1730  lidforson 
Davis  Hwy..  Stafford.  12001272 

Virginia  Roach  IndopondonI  City 

(irtsini  Hill.  1721  Lovolls  Pond  Ln..  Virginia 
Bisich  (Indopondont  (iily).  12001273 


Winchoslor  IndopondonI  (iily 
Morgan.  Daniel.  Honso,  220  AinhorsI  .SI.. 
\Vinch(!sl(!r  (lndo|)ondi!nl  Cily).  12001274 

WISCONSIN 
Winnohago  County 

Kiinhinly  Point  Park  Lighlhonsi!,  200  Lake 
.Shore  Ave..  Neiniah.  1200127.5 

|1  K  Doc.  2(ll3-()2<n3  Filed  2-7-13:  H:4.5  ainl 
BILLING  CODE  4312-51-P 


DEPARTMENT  OF  THE  INTERIOR 

National  Park  Service 

[NPS-WASO-NRNHL-12070;  2200-3200- 
665] 

National  Register  of  Historic  Places; 
Notification  of  Pending  Nominations 
and  Related  Actions 

Noinination.s  for  the  following 
propertie.s  being  ('.on.sidered  for  listing 
or  related  actions  in  the  National 
Register  were  received  by  the  National 
Park  .Service  before  |annarv  .S.  2013. 
Pursuant  to  section  OO.I.'I  of  .30  (d'R  ])art 
00.  written  coininents  are  being 
accejited  concinning  the  significanct!  of 
the  nominated  projiertie.s  under  the 
National  Register  criteria  for  evaluation, 
(’.onnnents  may  h(‘  forwarded  by  United 
.States  Postal  .Service,  to  the  National 
Register  of  I  listoric  PlaciJS,  National 
Park  Service,  1849  C  St.  NW..  MS  2280. 
Washington.  DU  20240;  hv  all  other 
carriers.  National  Register  of  Historic 
Places,  National  Park  Service,  1201  live 
St.  NW.,  8th  floor,  Washington,  IXi 
2000.5;  or  by  fax.  202-371-0447.  Written 
or  faxed  comments  should  he  .submitted 
by  February  2.5,  2013.  Before  including 
your  address,  phone  number,  email 
address,  or  other  per.sonal  identifying 
information  in  your  comment,  you 
should  he  aware  that  your  entire 
comment — including  yonr  personal 
identifying  information — may  he  made 
publicly  available  at  any  time.  While 
you  can  ask  us  in  your  comment  to 
withhold  your  personal  identifying 
information  from  public  review,  we 
cannot  guarantee  that  we  will  he  able  to 
do  so. 

Dated:  December  20,  2012. 

|.  Paul  Loelhei, 

Chii'f.  Ndlioiuil  }{(!;^isl(!i  ()l  llisloric  PUicvk/ 
X'dlioiuil  Uisloric  Ijdndnuirks  Pro^rdin. 

ARIZONA 

Mai'ii'.opa  Ununty 

.Stijphens,  C.P..  De.Soto  .Six  Motorcars, 
(Phoenix  (’.ominercial  MRA).  91,5  N. 
('.entral  Ave.,  Phoenix,  13000019 
Tempe  Double  Hntte  (kmietery  Pioneer 
.Section.  2305  \V.  Broadway  Rd.,  rem])e. 
i:}()()()()20 


ARKANSAS 
Pulaski  (Inunly 

North  Little  Rock  Veterans  Administration 
Hospital  Historic  District,  (United  .Stales 
.Second  Ueneralion  Veterans  ilosjiilals 
MILS).  2200  Fort  Roots  Dr.,  North  l,itll(! 
Rock.  13000021 

DISTRICT  OF  COLUMBIA 

District  of  Coliimhia 

McMillan  t^irk  Reservoir  Historic  District. 
Roughly  hounded  by  Hobart  PL.  NW.. 
Michigan  Ave..  NW..  Ist.  4lh.  Brvanl  & 
North  ('.a])itol  Sts..  NW..  Washington. 
13000022 

CEORCIA 

(Chatham  (^ininty 

.Savannah  IMiarmacy  and  Fonvielle  Office 
Building.  914-918  Marlin  l.nther  King.  )r. 
Blvd..  Savannah.  13000023 

NEW  lERSEY 

Snniei-set  (ionniy 

Vcainenle.  Dr.  )ohn.  House.  223  Rock  Ave.. 
North  Plainfield.  13000024 

NEW  YORK 

Caltaraiigns  (bounty 

Aiken.  )ohn  )..  House,  ()8().5  Poverty  Hill  Rd.. 
Ellicotiville,  13000025 

Kings  (iounty 

.Storehouse  No.  2.  U..S.  Navy  I'leiM  .Snp|)ly 
Base,  850  3rd  Ave..  Brooklvn,  13()()()()2() 

New  York  (bounty 

First  Battery  Armory.  (Army  National  (hiard 
Armories  in  New  York  Stale  MILS).  51)  W. 
(ililh  SI..  New  York.  13000028 

The  Bowmy  Historic  Dislric:t.  Chatham 
.Scpiare  to  Ciooper  .Stpiare.  Manhattan. 
13000027 

Niagara  County 

.Schoellko])f  Power  Station  No.  3  Site,  E. 

Bank  of  Niagara  R..  Niagara  Falls. 

13000029 

Oswego  (bounty 

.State  .Street  .Methodist  E|)iscoi)al  (dnirch,  357 
Stale  SI..  Fnlton.  13000030 

Ot.sego  (ioiinty 

Morris  Village  Historic  District,  Main.  Lake. 
Broad,  (hove  K  (dnirch.  Morris,  13000031 

ORECON 

Marion  County 

lik.  Magnus  and  Idnina.  House.  (.Silverlon. 
Oregon,  and  Us  Environs  MILS).  729  .S. 
Water  St..  Silverlon.  13000032 
|FK  Dec.  2()i:t-02!n2  Filed  2-7-i:t:  K:4.5  and 
BILLING  CODE  4312-51-P 
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DEPARTMENT  OF  THE  INTERIOR 
National  Park  Service 

[NPS-WASO-NRNHL-12128;  2200-3200- 
665] 

National  Register  of  Historic  Places; 
Notification  of  Pending  Nominations 
and  Related  Actions 

Noininalions  for  the  following 
properties  being  (;onsider(ul  for  li.sting 
or  related  actions  in  the  National 
Register  wer(!  received  by  the  National 
Park  Service  bcdbre  January  12,  2013. 
Pursuant  to  section  00.13  of  30  (iFR  part 
00,  written  comments  are  being 
accepted  comanning  the  significance  of 
the  nominated  pro])erties  under  the 
National  Regi.ster  criteria  for  evaluation. 
Comments  may  be  forwarded  by  United 
States  Postal  Service,  to  the  National 
Register  of  Historic  Places,  National 
Park  Service.  1840  C  St.  N\Y..  MS  2280. 
Washington,  IXi  20240;  by  all  oth(!r 
carriers.  National  Register  of  Historic 
Places,  National  Park  Service. 1201  Eve 
St.  NW..  8th  floor.  Washington,  DC 
2000.');  or  by  fax,  202-371-0447.  Written 
or  faxed  comments  shonld  lu;  submitted 
by  February  2.5,  2013.  Before  including 
your  addixiss,  phone  number,  email 
address,  or  other  ])ersonal  identifying 
information  in  your  comment,  you 
should  be  aware  that  your  entin; 
comment — including  yonr  personal 
identifying  information — mav  be  made 
publicly  available  at  any  time.  While 
yon  can  a.sk  us  in  your  comment  to 
withhold  your  per.sonal  identifying 
information  from  j)ublic  review,  we 
cannot  guarantee  that  we  will  be  able  to 
do  so. 

Dated:  |anuarv  16.  2013. 

J.  Paul  Loelhei  , 

C/u'e/.  Ndlional  lia^istpr  o1 1 listoiic  I’lacds/ 
Ndtioiuil  Hisloiic  Ldiulmarks  P/ogmai. 

FLORIDA 

Pinellas  C^oiinly 

Kolhnian.  Maiiric;e  and  'I'lielina.  House!.  1018 
Park  .St..  N.,  .Saint  Peti!rsl)nrg.  13000034 

IOWA 

Winneshiek  (iniinly 

l''()rt  Atkinson  Historic  District.  {Ho-(iluink 
(Winnebago)  Removal  to  tlu!  Neintral 
(h'onnd  MP.S).  2nd  .St.  Htli  Av(!..  I''ort 
Atkinson, 13000036 

MASSACiiiisinrs 

liarnslabie  (ioiinly 

IlonriK!  High  .School,  8.3  (iotnit  Rd.,  Bounu!. 
1300003.3 

lloiirnedale  Village  School,  20  Herring  Pond 
Rd..  Bourne.  13000037 


MISSOURI 
Jacksnii  (ioiinty 

.Southw(!st  Markeit  .Streeit  Historic  District. 
(Leui’s  .Summit ,  Missouri  Ml’.S).  314 
through  418  .S\V.  Market  .St.,  l.ciii's  .Summit, 
13000038 

Ni;W  YORK 
New  York  Uniinty 

Murray  Hill  Historic  District  (Boundary 
Increase),  (Murray  Hill,  New  YorkUountv, 
N(!w  York  MPS).'!'].  34lh.  33lh.  36th.  37th. 
38tli  K  3!)th  .Sts..  Liixington,  Madison  K 
Park  Aves..  Manhattan.  13000039 
Wonuiii's  National  Re|)ul)lican  C3uh,  3  \V. 
31st.  St..  Manhattan,  13000040 

Orleans  (ioiinty 

Bacon — Harding  Farm.  (Uohhlestoni! 
Architecture  of  Nenv  York  .State  MP.S),  3077 
Oak  Orchard  Rd.,  Oaines,  13000041 

SOUTH  DAKO  l  A 
Davison  (iounty 

Mitch(!ll  Historic  Uomnuircial  District 

(Boundary  Increase!  emel  De!e:re!iise!),  Reeughly 
l)e)unele!el  hv  Liiwle!r  &  Re)wle!V  .Sts..  Riiilre)iiel 
K  611i  Aves.,  Miteihell,  13000042 

I’KXAS 

Ualveston  (ionniy 

.Stringle!lle)W  Oreiharels,  7002  TX  6.  I  Iite:he:e)e:k. 
13000043 

VIRCilNIA 

Ahixandria  Incle|)(!nih!nl  (iily 
Ale!.ximelria  Unie)n  .Sliilie)n.  1  lOUiilhihiin  Dr.. 
Ale!x:melriii  (Inele!pe!nele!nt  (iitv),  13000044 

Uharlotliisville  Independent  Uity 
Ulmrle)lle!sville!  (;e)e:;i-(;e)lii  Be)llling  Works.  722 
Pre!slem,  Uh;irle)lle!svil]e!  (Inele!pe!nele!nl  Uity). 
1 3000043 

Prince  Fdward  (ioiinty 

First  Baptist  U,hure:h,  100  .S.  Main  St., 

Farm  vi  Me,  13000046 

WYOMINU 

Platte  County 

(Jninl,  Dune:an.  Rime:h  Rural  Histe)rie: 
Lanelse:ape,  (R;nie:he!s,  Fcirins.  anel 
I  le)me!ste!aels  in  \Vve)ming.  1860-1960 
MP.S),  778  .Syl)illeCre!ek  Rel..  Whexitlanel. 

1 3000047 

|FR  Deic.  2()i;t-l)2(n()  Fileul  2-7-i:t:  8:43  iim| 
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DEPARTMENT  OF  THE  INTERIOR 

Bureau  of  Ocean  Energy  Management 

Central  Gulf  of  Mexico  Planning  Area 
(CPA)  Outer  Continental  Shelf  (OCS) 
Oil  and  Gas  Lease  Sale  227 

agency:  Bureau  of  Ocu.m  Energy 
Management,  Interior. 

ACTION:  Final  Notice!  of  Sale. 

SUMMARY:  On  Wednesday,  March  20, 
2018.  BOEM  will  open  and  jinblicly 


announce!  biels  re!e:eive!el  for  bloe:k.s 
eiffereul  in  UPA  Sale  227,  in  ae:e;e)relant;e 
with  the  ])re)visie)ns  e)f  the  OCS  Lanels 
Ae:t  (OCSEA,  48  IJ.S.C.  1881-18.50.  as 
amemeleel)  :mtl  the  re!gnlations  issneel 
thereuneler  (80  CF’R  part  550).  The  CPA 
227  Final  Ne)tie:e!  e)f  Seile!  (NO.S)  p.ickage 
(Final  NOS  Pae:kage)  e:ontain.s 
infe)rmatie)n  e.ssential  te)  peitential 
hielele!r.s.  anel  hielelers  are  chargexl  with 
kneiwing  the  ceintents  e)f  the  ele)e:ument.s 
e:e)ntaine!el  in  that  pae;kage!.  The  Final 
NOS  Pae;kage  is  available  at  the  aelelreLss 
anel  Wed)  site  heleiw. 

DATES:  Puhlic  biel  rexteling  for  CPA  .Sale 
227  will  he!gin  at  0  a.m.,  \Veehu!.selay, 
March  20.  2018,  at  the  Mert;etle.s-Ben7, 
Superelome.  1500  Sngarbeiwl  Drive.  New 
Orlexms.  Louisiana  70112.  The  hiase  sale 
will  be  helel  in  the  .St.  Charles  Club 
Re)e)m  eni  the  .se!e:onel  fle)e)r  (Loge  Level). 
Entry  to  the  .Superelome  will  be  on  the 
Pejydras  .Strend  siele  of  the  building 
threingh  Cate  A  on  the  Crounel  Lewel; 
parking  will  he  availahle  at  Carage  0.  All 
timeLS  relerreel  te)  in  this  ele)e;ume!nt  aie 
le)e:al  New  Orlenms  time,  unkxss 
e)t herwi.se  .spe!e:ifie!el. 

Bid  Siihniission  Duddlina:  BOEM 
must  ]e!e:e!ive!  all  senileel  biels  bedween  8 
a.m.  emel  4  j).ni.  e)n  neerm.il  we)rking 
elays.  emel  fi'e)m  8  a.m.  te)  the  Biel 
.Submission  Demelline  e)f  10:00  a.m.  e)n 
Tueselay.  Mare:h  10,  2018,  the  elay  heefeeie 
the  lease  .sale.  Fe)r  me)re!  infe)rm;ilie)n  een 
biel  submissie)!).  sen!  .Se!e;tie)n  Vll 
“Bieleling  Instrue:lie)n.s"  e)f  this 
eloe;nme!nt. 

ADDRESSES:  Intere!ste!el  ])arties  can  e)btain 
a  Fimil  NO.S  Pae:kage  bv  ce)ntae:ting  the 
Culf  e)f  Mexie-.o  (COM)  ■Re!gie)n  at:  Culf  of 
Mexie:e)  Re!gie)n  Public  Informatie)n 
Offie:e,  Bureau  e)f  Oe:ean  Energy 
Management,  1201  Ehnwe)e)el  Paik 
Be)nlev:u'd,  New  Orlexms,  Leeinsiana 
70128-2894.  (504)  780-2519  e)r  (800) 
200-CULF. 

Or  by  visiting  the  BOEM  Web  site; 
http:/ /\v\v\\\bodm.gov/  Ahout-BOEM/ 
BC/EM-Bdgions/GiiIf-of-Mdxico-Bddion/ 
Iiutdx.dspx. 

Table  of  Contents 

'fhis  Idniil  NO.S  ine:luele!.s  the 
fe)lle)wing  se!e;tie)n.s: 

I.  L(!iise!  .Siile!  Are!a 

II.  .Slalulevs  iiiiel  Reegulalieins 

III.  Le!iise!  Ti!rms  emel  Fe;e)ne)mie:  Ueiudiliems 

IV.  Leiiise!  .Sti|)ulalie)ns 

V.  lulurmalie)!)  le)  Le!sse!e!s 

VI.  Majis 

VII.  Bieldiug  lnslrue:lie)ns 

VIII.  Bieleling  Rulees  anel  Rewtriclions 

IX.  Forms 

X.  The!  Le!ase!  .Sale! 

XI.  De!lay  of  Sale! 
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1.  Lease  Sale  Area 

Arnos  Ofjnrnil  for  Ijiosing:  In  (IFA 
Sale  227.  BOKM  is  ofi'ering  to  lease  all 
blocks  and  partial  blocks  listed  in  the 
document  ’’List  ol  Blocks  Available  lor 
Uiasing”  included  in  the  l-'inal  NOS 
Package.  All  of  these  blocks  an?  shown 
on  the  lollowing  biasing  maps  and 
Oliicial  Protraction  Diagrams  (OPDs): 

Oiilnr  (Anitinnntal  Shnif  IjHisin}’  Mops — 
Ijouisiono  Mop  \hiiitbnrs  1  tliroooh  12 

(These  80  ma])s  .sell  lor  S2.(K)  (!ac:h.) 
LAI  West  (Cameron  Area  (Revised  July 
1.2011) 

LAI  A  \Y(!st  (Cameron  Area.  West 
Addition  (Revised  February  28,  2007) 
LAlB  West  (Cameron  Area,  South 
Aildition  (Revised  Fcibruary  28.  2007) 
LA2  Fast  (".ameron  Area  (Re\'i.s(id 
November  1 . 2000) 

LA2A  East  Oameron  Area.  .South 
Addition  (Revised  November  1. 2000) 
LA8  Vermilion  Area  (Revi.sed 
Novembiir  1 . 2000) 

LA8A  .South  Marsh  Island  Area 
(Revis(id  November  1.  2000) 

LA.'lB  Vermilion  Area.  .South  Addition 
(Revised  November  1,  2000) 

LA:i(;  South  Marsh  Island  Area.  South 
Addition  (Reviscul  Novemlxir  1. 2000) 
LA.'lD  .South  Marsh  Island  Area,  North 
Addition  (Reviscul  Novembiir  1. 2000) 
LA4  I'bigene  Isbind  Area  (Riivi.sed 
Noviimhiir  1 . 2000) 

LA4A  Eugene  Island  Area,  .South 
Addition  (Riiviscid  Novembiir  1. 2000) 
LAS  .Ship  .Shi)al  Area  (Riivi.seil 
Niivemhiir  1 . 2000) 

LA.SA  .Ship  .Shi)al  Area.  .Siiuth 
Aililitii)!!  (Revisiiil  November  1, 2000) 
LA()  .Siuilh  Timhalier  Are.i  (Reviseil 
NiiViimhiir  1 , 2000) 

LAOA  .South  Timhiilier  Area.  .South 
Aililitiiiu  (Reviseil  Novembiir  1, 2000) 
LA()B  .South  Pelto  Ariia  (Revi.siiil 
November  1 , 2000) 

LA()(’.  B.iy  Martihanil  Area  (Reviseil 
November  1 , 2000) 

LA7  (baud  Isle  Area  (Revised 
November  1 . 2000) 

LA7A  (band  Isle  Area.  .South  Addition 
(Revi.sed  February  17.  2004) 

LA8  West  Delta  Area  (Revi.sed 
November  1 , 2000) 

LA8A  West  Delta  Area,  .South 
Addition  (Revi.sed  November  1. 2000) 
LAO  .South  Pass  Area  (Revi.sed 
November  1 . 2000) 

LAOA  .South  Pass  Area.  .South  and  East 
Additions  (Revi.sed  November  1, 

2000) 

LAIO  Main  Pass  Area  (Revised 
November  1 , 2000) 

LAlOA  Main  Pass  Area,  .South  and 
ICast  Additions  (Revi.sed  November  1. 
2000) 

LAlOB  Breton  .Sound  Area  (Revised 
November  1 , 2000) 


LAll  (ihandeleur  Area  (Revi.sed 
November  1, 2000) 

LAI  1 A  (ihandeleur  Area,  liast 

Addition  (Revi.sed  November  1,  2000) 
LAI  2  .Sabine  Pass  Area  (Revised  )uly 
1,2011) 

Outer  Coniineniol  Shelf  Officiol 
Protroetion  l^io<>ron}s 

(The.se  It)  diagrams  .sell  lor  .S2.00 
eac.h.) 

N(il.'>-02  (buden  Banks  (Revi.sed 
February  28. 2007) 

N(M.'>-0;i  (been  Canyon  (Revi.sed 
November  1 , 2000) 

NCl.'l-O.I  Keathlev  Canvon  (Revised 
February  28, 2007) 

N(jl.'j-00  Walker  Ridge  (Revised 
November  1, 2000) 

N(D.'i-08  .Sigsbee  Escarpment  (Revised 
February  28.  2007) 

N(il,'j— Ot)  Amerv  Terrace  (Revi.sed 
October  2.'!.  20()0) 

N(j1()-01  Atwater  Valiev  (Revi.sed 
November  1. 2000) 

NCblO— 02  Llovd  Ridge  (Revised  August 
1,2008) 

N(j1()-04  Lund  (Revised  November  1, 
2000) 

NCilO-O.'i  Henderson  (Revised  Augu.st 
1,  2008) 

NCI 0-07  Lund  .South  (Revi.sed 
November  1, 2000) 

NCI 0-08  Florida  Plain  (Revised 
l-ebruary  28.  2007) 

NHl .'j-1 2  Ewing  Bank  (Revised 
November  1 , 2000) 

NHlO-04  Mobile  (Revi.sed  )ulv  1. 

201 1 ) 

NHlO-0.')  Pen.sacola  (Revised  Februarv 
28. 2007) 

NHlO-07  Vio.sca  Knoll  (Revised 
November  1, 2000) 

NHlO-08  Destin  Dome  (Revi.sed 
February  28,  2007) 

NHlO-10  Missi.ssippi  Canvon  (Revised 
November  1 , 2000) 

NHlO-11  De  .Soto  Canyon  (Revi.sed 
August  1, 2008) 

I’leasi;  Note:  'I'lieso  COM  leasing  ma])s  and 
OlMJs  are  available  I'or  tree  online  in  .pilt  and 
.gra  lorinals  al  hlt])://\v\v\v.l)ovn'i.ff)v/()il-(in(l- 
Cj(is-Erier<>y-Pmmam/M(ij)piu}!,-(ind-Dui(t/ 
Official -Protract  ion-DioyvdWN.dspx. 

For  the  current  .status  of  all  CPA 
leasing  maps  and  OPDs,  jtlease  refer  to 
00  FR  28002  (published  May  21, 2001). 
Ot)  FR  28211  (j)ublished  Ajtril  28.  2004), 
72  FR  27.'')t)0  (])ubli.sbed  May  Iti,  2007), 
72  b’R  8.0720  (publi.shed  June  2t),  2007), 
78  I’R  08.00.0  (published  Oc.tober  24, 
2008),  and  70  FR  .04787  (i)ublished 
.Se])tember  2,  201 1 ). 

All  blocks  are  shown  on  these  leasing 
ma])s  and  OPDs.  The  available  Federal 
acreage  of  all  whole  and  partial  blocks 
in  this  lea.se  sale  is  shown  in  the 
document  “List  of  Blocks  Available  for 


Leasing”  included  in  the  Final  NO.S 
llickage.  .Some  of  these  blocks  may  be 
partially  leased  or  deferred,  or 
transected  by  administrative  lines  such 
as  the  Federal/state  jurisdictional  line. 

A  bid  on  a  block  must  include  all  of  the 
available  Federal  ac.reage  of  that  block. 
Information  on  the  unleased  portions  of 
such  blocks  is  found  in  the  document 
“(ientral  Planning  Area,  Lease  .Sale  227, 
March  20,  2018 — linleased  .Split  Blocks 
and  Available  linleased  Acreage  of 
Blocks  with  Aliquots  and  Irregular 
Portions  Under  Lease  or  Deferred” 
included  in  the  Final  NO.S  Package.  For 
additional  information,  i)lease  call  Mr. 
Lenny  Coats,  Chief  of  the  Ma])ping  and 
Automation  .Section,  at  (.'504)  780-14.'57. 

Areos  Not  Offered  for  Leosina:  q’he 
following  whole  and  jiartial  blocks  are 
not  offered  for  lease  in  this  sale: 

Whole  and  partial  blocks  deferred  by 
the  (hdf  of  Mexico  Energy  .Security  Act 
of  2000.  Public  Law  100^82: 

Pensocolo  (OPD  NH  16-05) 

Whole  Blocks:  7.'51  through  7.'54,  708 
through  708,  887  through  842,  881 
through  880,  02.')  through  080,  and 
000  through  07.'5 

Destin  Dome  (OPD  NH  16-08) 

Whole  Blocks:  1  through  7,  4.'5  through 
.'ll,  80  through  00,  188  through  140, 
177  through  184,  221  through  228, 

20.')  through  278,  800  through  817, 

8.'58  through  801, 807  through  40.'5, 

441  through  4.'5(),  4815  through  404, 

.'520  through  .'588,  .'578  through  .'582, 

017  through  027,  001  through  071, 

70.'5  through  71. '5,  740  through  7.'50. 

708  through  804,  887  through  848, 

881  through  802,  02.'5  through  080, 
and  000  through  081 

DeSoto  Canyon  (OPD  NH  1 6-1 1 ) 

Whole  Blocks:  1  through  1.'5,  4.'5  through 
.'50,  and  02  through  102 
Partial  Blocks:  10,  00,  01.  80  through  01, 
108  through  10.5,  and  18.5  througli  147 

Henderson  (OI^D  NC  16-05) 

Partial  Blocks:  114,  1.58,  202,  240,  200, 
884,  885.  878,  870,  422,  and  428 
Blocks  that  are  adjacent  to  or  beyond 
the  United  .States  Exclusive  Economic 
Zone  in  the  area  known  as  the  northern 
portion  of  the  Eastern  Caj): 

Lund  Soidh  (OPD  NC  16-07) 

Whole  Blocks:  128,  120,  100  through 
178,  208  through  217,  248  through 
201, 208  through  805,  and  840 

Henderson  (OPD  NG  16-05) 

Whole  Blocks:  400,  508  through  510, 

551  through  554,  504  through  500, 
087  through  048,  070  through  087, 

722  through  781,  704  through  775, 
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807  through  819,  849  through  802, 

85)1  tlu'ough  90.'),  9.3.3  through  949, 
and  5)7,')  through  5)5)2 
l^irlial  Blocks;  407,  .'ll!.  .').'■).'),  .'i.'lO,  000, 
044,  088,  732,  770,  777,  820,  821, 803. 
804, 5)00, 5)07,  5).')0,  5)5)3,  and  5)5)4 

Florida  Plain  (OPI)  NCi  Ui-OHj 

Wliole  Blocks:  .I  through  24.  40  through 
07,  85)  through  110,  133  through  l.')4, 
177  through  15)7,  221  through  240, 

20.')  through  283,  305)  through  327, 
and  303  through  370 
Whole  aud  partial  blocks  that  lie 
within  the  1.4  nautical  mile  buffer  zone 
north  of  the  (Continental  Shelf  Boundary 
between  the  United  States  and  Mexico: 

Amarv  Tarraca  (OPD  NCi  15-09] 

Whole  Bloc;ks:  280,  281, 318  through 
320,  and  3.').')  through  3.')5) 

Partial  Blocks;  23.5  through  238,  273 
through  279,  and  305)  through  317 

Sigshaa  Escarpinant  (OPD  \'G  15-08) 

Whole  Blocks:  235),  284,  aud  331 
through  341 

Partial  Blocks:  151,  15)5,  15)0,  240,  241, 
285  through  25)8,  and  342  through  345) 
Blocks  that  are  deferred  until 
measures  to  ensure  the  safety  of  ])lanned 
decommissioning  opcaations  are 
completed: 

Givan  Ocniyon  (OI^D  NG15-08)  Block  20 

Please  Note:  Bids  on  Blocks  ncair  llu; 

Mexico  Mariliine  and  (’.onlinontal  .Slielf 
Boundary. 

The  following  definitions  ap])ly  to 
this  section: 

“Agreement”  refers  to  the  agreement 
between  the  United  Mexican  States  and 
the  United  States  of  America  that 
addresses  identification  and  unitization 
of  transboimdarv  hydrocarbon 
reservoirs,  allocation  of  production, 
inspections,  safety,  and  environmental 
protection.  A  copy  of  the  Agreement  can 
he  found  at  http://\\'\v\\’.l)ocin.gov/ 
BOEM-Nmvsroom/Libraiy/Boandaries- 
Mexico.aspx. 

“Boundarv  Area”  means  an  area 
comprised  of  any  and  all  blocks  in  the 
CPA  that  are  located  or  ))artially  located 
within  thnu!  statute  miles  of  the 
maritime  and  continental  shelf 
boundary  with  Mexico,  as  that  maritime 
boundary  is  delimited  in  the  November 
24.  15)70  Treaty  to  Re.solve  Pending 
Boundarv  Uifferences  and  Maintain  the 
Rio  (uande  and  Colorado  River  as  the 
International  Boundary:  the  May  4,  15)78 
Treaty  on  Maritime  Boundaries  between 
the  United  Mexican  States  and  the 
United  States  of  America:  and  the  June 
5),  2000  Treaty  on  the  Continental  Shelf 
between  the  Government  of  the  United 


Mexican  .States  and  the  Covernment  of 
the  United  .States  of  America. 

The  Agreement  was  signed  on 
February  20,  2012,  but  has  not  yet 
entered  into  force.  Bids  submitted  on 
any  available  block  in  the  "Boundarv 
Area”  (as  defined  pnndouslv)  mav  he 
segregated  from  bids  submitted  on 
blocks  outside  the;  Boundary  Area.  Bids 
submitted  on  available  blocks  outside 
the  Bouudary  Area  will  be;  opinied  on 
the  date  scheduled  for  sah;.  Bids 
submitted  oil  available  blocks  iu  the 
Bouudary  Area  may  not  be  opened  on 
the  date  .scheduled  for  the  sale,  hut  may 
he  opened  at  a  later  date.  Within  30 
days  after  the  ajjproval  of  the  Agreement 
.suc:h  that  its  terms  to  enter  into  force,  or 
by  Se])temher  30,  2013,  whichever 
occurs  first,  the  .Secretary  of  the  Interior 
will  determine  whether  it  is  in  the  best 
interest  of  the  United  .States  either  to 
open  bids  for  available  Boundarv  Area 
blocks  or  to  return  the  bids  unopened. 

In  the  event  the  .Secretary  decides  to 
o])en  bids  on  available  blocks  in  the 
Boundary  Area,  BOEM  will  notifv  such 
bidders  at  least  30  days  prior  to  opening 
such  bids,  aud  will  describe  the  terms 
of  the  Agreement  under  which  lea.ses  in 
the  Boundary  Area  will  he  issued  as 
a|)j)licahle.  Bidders  ou  the.se  blocks  may 
withdraw  their  bids  at  auv  time  after 
such  notice  uj)  until  10  a.m.  of  the  dav 
before  hid  opening.  If  BOEM  does  not 
give  notice  within  30  days  of  apjuoval 
of  the  Agreement  as  described  above,  or 
by  .Sejitemher  30,  2013,  whichever 
comes  first,  BOEM  will  return  the  bids 
nnojiened.  This  timing  will  allow 
potential  bidders  to  make  decisions 
regarding  the  next  annual  Cd’A  lease 
sale  (antici])ated  iu  2014),  which  may 
also  offer  blocks  iu  this  area.  BOEM 
currently  anticipates  that  blocks  in  the 
Boundary  Area  that  are  not  awarded  as 
a  result  of  CPA  .Sale  227  would  be 
reoffered  in  the  next  CPA  lease  sale. 
BOEM  reserves  the  right  to  return  these 
bids  at  any  time.  BOEM  will  not 
di.sclo.se  which  blocks  received  bids  or 
the  names  of  bidders  in  this  area  imle.ss 
and  until  the  bids  are  o])ened. 

The  following  whole  and  partial 
blocks  com|)ri.se  the  entire  Boundarv 
Area  (not  all  of  which  are  available 
under  CPA  .Sale  227): 

Sigsbcc  Escarpment — 151,  152,  15)5, 

15)0.  15)7,  235),  240,  241, 242,  243,  284, 
285.  280,  287,  288*,  285)*,  25)0*,  25)1, 
25)2,  25)3,  25)4,  25)5,  25)0,  25)7,  25)8,  25)5), 
300, 301, 302, 303, 304,  305,  331,  332, 
333,  334,  335,  330,  337,  338,  339,  340, 
.341, 342,  343,  344,  345,  340,  347,  348, 
345) 

Anwiy  Tcrrac(i—08.  115).  120,  121.  122, 
15.5,  150,  157,  158,  155),  100,  101,  102, 
103,  104,  105,  100,  107,  108,  105),  170, 


171, 172,  173,  174.  175,  15)3,  15)4,  15)5, 
15)0,  15)7,  15)8,  15)5),  200,  201, 202,  203, 
204, 205, 200. 210. 211, 212, 213, 214, 
215,  210,  217,  218,  215),  232,  233,  234, 
235.  230,  237,  238,  239,  240,  241, 242, 

243,  205,  200.  207,  271,  272,  273,  274, 

2  7  5  ,  2  70  ,  2  7  7  .  2  78  ,  275),  2  80  ,  281, 309, 
310.  311, 312,  313,  314,  315,  310,  317, 

3  1  8  ,  3  1  9  ,  3  2  0  ,  3  55  ,  3  5  0,  3  5  7  ,  3  58  ,  355) 
Land  .Son/Zi— 133.  134.  135.  130,  137, 

138.  139,  140,  141,  142,  143,  144.  177. 
178,  179,  180.  181,  182.  183.  184,  185, 
180,  187,  188,  189,  15)0,  15)1,  15)2.  15)3, 
15)4,  15)5,  15)0,  15)7,  15)8.  195),  200,  201, 
202, 203, 204, 205, 232. 233, 234, 235, 
230,  237,  238,  235),  240,  241. 242,  243, 

244,  245,  240,  247,  248.  249,  250.  251, 
252.  25)3.  25)4,  25)5,  25)0 

*  Lea.sed. 

II.  Statutes  and  Regulations 

Each  lease  is  is.sued  pursuant  to 
(XkSLA,  regulations  promulgated 
pursuant  thereto,  other  applicable 
statutes  aud  regulations  in  existence 
upon  the  effective  date  of  the  lease,  and 
tho.se  applicable  .statutes  enacted 
(including  amendments  to  OC.SLA  or 
other  statutes)  and  regulations 
promulgated  thereafter,  except  to  the 
extent  they  ex])licitly  conflict  with  an 
exjiress  provision  of  the  lea.se. 
Amendments  to  exi.sting  statutes  and 
regulations,  including  hut  not  limited  to 
OeSLA,  as  well  as  the  enactment  of  new 
statutes  and  promulgation  of  new 
regulations  that  do  not  explicitly 
conflict  with  an  express  })rovi.sion  of  the 
lea.se.  will  apply  to  lea.ses  issued  as  a 
result  of  this  sale.  Moreover,  the  lessee 
expressly  bears  the  ri.sk  that  such  new 
statutes  and  regulations  (i.e..  lho.se  that 
do  not  ex])licitly  conflict  with  an 
exjjress  provision  of  the  lea.se)  mav 
increase  or  decrease  the  lessee’s 
obligation  under  the  lease. 

III.  Lease  Terms  and  Economic; 
(Conditions 

Ijidse  Terms 

OCS  Lease  Form 

BOEM  will  use  Form  BOEM-2()()5 
(October  2011)  to  convey  lea.ses 
resulting  from  this  sale.  This  lease  form 
mav  be  viewed  on  the  BOEM  Web  site 
at  bttp://\v\v\v.boem. gov/ About -BOEM/ 
Proenrement-Business-Opport  unities/ 
BOEM-OOS-Operation-Eorms/BOEM- 
2005.aspx.  The  lease  form  will  he 
amended  to  conform  with  the  sjiecific 
terms,  conditions,  and  stijiulations 
ajiplicable  to  the  individual  lea.se. 

Initial  Periods 

Initial  periods  are  summarized  in  the 
following  table: 
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Water  depth  in  meters 


Initial  periods 


0  to  <  400  . 

400  to  <  800  .. 
800  to  <  1,600 
1,600+  . 


Standard  initial  period  is  5  years;  the  lessee  may  earn  an  additional  3  years  (i.e.,  for  an  8-year  extended  initial  pe¬ 
riod),  if  a  well  is  spudded  targeting  hydrocarbons  below  25,000  feet  True  Vertical  Depth  Subsea  (TVD  SS)  dur¬ 
ing  the  first  5  years  of  the  lease. 

Standard  initial  period  is  5  years;  the  lessee  will  earn  an  additional  3  years  (i.e.,  for  an  8-year  extended  initial  pe¬ 
riod),  if  a  well  is  spudded  during  the  first  5  years  of  the  lease. 

Standard  initial  period  is  7  years;  the  lessee  will  earn  an  additional  3  years  (i.e.,  for  a  10-year  extended  initial  pe¬ 
riod),  if  a  well  is  spudded  during  the  first  7  years  of  the  lease. 

10  years. 


(1)  The  standard  initial  ])(!ri()d  lor  a 
lease  in  water  depths  of  le.ss  than  400 
meters  issued  from  this  sale  is  .5  years. 

If  the  lessee  spuds  a  well  targeting 
hydrocarhons  helow  23.000  feet  TVD  SS 
within  the  first  3  years  of  the  lease,  then 
the  les.see  may  earn  an  additional  3 
years,  for  an  8-year  extended  initial 
])eriod.  'The  le.ssee  will  (iarn  the  8-year 
extended  initial  jieriod  in  cases  where 
the  well  is  drilled  to  a  target  hidow 
23,000  feet  I’VD  SS.  or  the  less(!e  may 
earn  the  8-year  extended  initial  period 
in  cases  where  the  well  targets,  hut  does 
not  reach,  a  depth  helow  23.000  feet 
TVD  SS  due  to  mechanical  or  safety 
reasons,  where  sufficient  evidence  is 
provitled.  In  order  to  earn  the  8-year 
extended  initial  p(!riod,  the  le.ssee  is 
nuiuinul  to  suhmit  a  letter  to  the  bureau 
of  Safety  and  Fnvironmental 
luiforcement  (llSFl-;)  (iOM  Regional 
Supervisor  for  Production  and 
D(!V(‘lopment  (RSPD)  within  30  days 
after  completion  of  the  drilling 
operation.  'Fhe  letter  must  include:  (1) 
The  well  numher;  (2)  spud  date;  (3) 
information  demon.strating  a  target 
helow  23.000  feet  TVD  SS  and  whether 
that  target  was  reached:  and  (4)  if 
applicable,  anv  safety,  mechanical,  or 
other  ])rohlems  encountered  that 
prevented  the  well  from  reaching  a 
depth  helow  23.000  fe(4  TVD  SS.  The 
R.SPD  must  concur  in  writing  that  the 
conditions  have  been  met  in  order  for 
the  lessejj  to  earn  the  8-year  extended 
initial  period.  The  RSPD  will  provide  a 
written  response  within  30  days  of 
receipt  of  the  le.ssee’s  letter. 

A  hissec;  who  (xirns  an  8-v(;ar 
(jxtended  initial  period  by  spudding  a 


well  with  a  hydrocarbon  target  hcdow 
23.000  feet  TVD  SS  during  the  first  3 
years  of  the  lea.se.  confirmed  by  tin; 
RSPD.  will  not  he  eligible  for  a 
suspension  for  that  same  period  under 
the  regulations  at  30  (iFR  230.173 
hecau.se  the  lease  is  not  at  risk  of 
expiring. 

(2)  The  .standard  initial  period  for  a 
lease  in  water  de])ths  of  400  meters  to 
less  than  800  meters  issued  from  this 
sale  is  3  years.  The  lessee  will  earn  an 
additional  3  years,  for  an  8-year 
extended  initial  ])eriod,  if  the  les.see 
spuds  a  well  witliin  the  first  3  years  of 
the  lease. 

In  order  to  earn  the  8-year  extended 
initial  ])eriod.  the  les.see  is  reciuii+ul  to 
submit  to  the  a|)i)ropriate  I3.SFE  District 
Manager,  within  30  days  after  spiuhling 
a  widl.  a  letter  providing  the  well 
numher  and  spud  date,  and  recpiesting 
concurrence  that  the  les.see  has  earned 
the  8-year  extended  initial  period.  'The 
n.SFE  District  Manager  will  njview  the 
nKpiest  and  make  a  written 
determination  within  30  days  of  receipt 
of  the  n'qne.st.  The  13.SEE  District 
Manager  must  concur  in  writing  that  the 
conditions  have  been  met  hv  the  lessee 
to  earn  the  8-year  extended  initial 
period. 

(3)  The  .standard  initial  period  for  a 
lease  in  water  depths  of  800  meters  to 
le.ss  than  1,000  meters  issued  from  this 
.sale  will  he  7  years.  The  lessee  will  earn 
an  additional  3  years,  for  a  10-vear 
extendful  initial  period,  if  the  le.s.see 
s])nd.s  a  wcdl  witliin  the  first  7  years  of 
the  lease. 

In  order  to  earn  the  10-year  extended 
initial  period,  the  les.see  is  recjuired  to 


submit  to  the  appropriate  I3.SEE  District 
Manager,  within  30  days  after  spudding 
a  well,  a  letter  jiroviding  the  well 
numher  and  spud  date,  and  recpiesting 
concurrence  that  the  lessee  earned  the 
10-year  extended  initial  period.  The 
13.SEE  District  Manager  will  review  the 
r(!Cjuest  and  make  a  written 
determination  within  30  days  of  receipt 
of  the  recpiest.  The  13SEE  District 
Manager  must  concur  in  writing  that  the 
conditions  have  been  met  by  the  le.ssee 
to  earn  the  10-year  extended  initial 
jieriod. 

(4)  The  standard  initial  period  fora 
lease  in  water  dejiths  of  l.tiOO  meters  or 
greater  issued  from  this  sale  will  he  10 
years. 

Economic  Conditions 
Minimum  bonus  bid  Amounts 

•  .$23.00  per  acre  or  fraction  thereof 
for  blocks  in  watc;r  dejiths  of  less  than 
400  meters. 

•  .$100.00  per  acre  or  fraction  thereof 
for  hloc:ks  in  water  dejjths  of  400  meters 
or  dee])er. 

bOEM  will  not  accept  a  bonus  hid 
unless  it  ])rovides  for  a  cash  bonus  in 
the  amount  ecpial  to,  or  exceeding,  the 
specified  minimum  bid  of  $23.00  j)er 
acre  or  fraction  thereof  for  blocks  in 
water  dejdhs  of  less  than  400  meters, 
and  $100.00  per  acre  or  fraction  thereof 
for  l)loc;ks  in  water  depths  of  400  meters 
or  deejjer. 

Rental  Rates 

Annual  rental  rates  are  summarized  in 
the  following  table: 


Rental  Rates  per  Acre  or  Fraction  Thereof 


0  to  <  200  .. 
200  to  <  400 
400  +  . 


Water  depth  in  meters 


Years 

1-5 


Years  6,  7  &  8+ 


$7.00 

11.00 

11.00 


$14.00,  $21.00  &  $28.00 
$22.00,  $33.00  &  $44.00 
$16.00 


Escalating  Rental  Ratos  for  Leases  With 
an  8-Year  Extended  Initial  Period  in 
Water  Dej)ths  ol  L(!ss  Than  400  M(!ters 

Any  lease  in  water  dcjpths  less  than 
400  nuiters  that  earns  an  8-year 
oxtended  initial  period  will  pay  an 
oscalating  rental  rate  as  shown  ahovc' 

I  he  rental  rates  alter  the  fifth  V{;ar  for 
Olocks  in  less  than  400  meters  will 
iKu.oine  lixed  and  no  longer  escalate  if 
another  well  is  spudded  targeting 
liydrocarhons  below  25.000  feet  TVD  SS 
alter  the  fifth  year  of  the  lease,  and 
ILSEE  concurs  that  such  a  well  has  been 
.spmhled.  In  this  case,  the  rental  rate 
will  become  fixed  at  the  rental  rate  in 
tdfect  (hiring  the  lea.se  year  in  \vhich  the 
additional  well  was  sjnidded. 

Royalty  Rate 

•  18.75  percent. 

Mininiiim  Royalty  Rate 

•  S7.00  per  acre  or  fraction  thereof 
por  year  for  blocks  in  water  depths  of 
loss  than  200  meters. 

•  $1 1.00  ])er  acre  or  fraction  thereof 
J)or  year  for  blocks  in  water  deiiths  of 
200  meters  or  dee]K;r. 

Royalty  Suspension  Provisions 
Leases  with  royalty  suspension 
voliimes  (RSVs)  are  authorized  under 
existing  USEE  regulations  at  80  Ch’R  nart 
20.1  and  BOLM  regulations  at  80  CFR 
l)art  5()0. 

Deep  and  Ultra-Deep  Uas  Rovaltv 
Suspensions 

A  lease  i.ssned  as  a  result  of  this  .sale 
niay  he  eligible  for  RSV  incentives  for 
oltra-deej)  wells  jnirsnant  to 
80  CFR  part  208,  implementing 
^quirmnents  of  the  Energy  Policy  Act  of 
200.}.  These  RSV  incentives  ar(> 
(■onditioned  upon  applicable  price 
thresholds. 

•  Certain  wells  on  leases  in  0  to  less 
than  400  meters  of  wat(ir  depth 

of  20.000 
receive  an 

RS\  of  8.}  billion  cubic  feet  of  natural 
gas. 

•  Certain  wells  on  leases  in  200  to 
less  than  400  meters  of  water  depth 
completed  to  a  drilling  depth  from 
L5.000  to  20,000  feet  TVD  SS  that  he<.in  ' 
Jirodnction  before  Mav  8.  2018  mav” 
receive  smaller  RSV  incentive.s'. 
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(8)  Military  Areas 

(4)  Evacuation 

(5)  Coordination 

(8)  Blocks  South  of  Baldwin  Conntv, 
Alabama 

(7)  Law  of  the  Sea  Cionvention  Rovaltv 
Payment 

(8J  Protected  Species 

(!))  Below  Seabed  Operations 

(10)  Agreenumt  between  the  United 
Statiis  of  America  and  the  United 
Mexican  States  (Concerning 
Transhonndarv  1  Ivdrocarhon 
Re.servoirs  in  the  Ciilf  of  Mexico 


IV.  Lease  Stipulations 

One  or  more  of  the  following 
.stipulations  will  he  applied  to  lea.ses 
resulting  from  this  .sale  as  applicable 
I  he  detailed  text  ofthe.se  .stipulations  is 
contained  m  the  Lease  Stipulations 
.section  of  the  Final  NOS  Package. 

(1)  Topograiihic  Features 

(2)  Live  Bottoms 


Y.  Inforniation  to  Les.sees 

^  I  he  “Information  to  Les.sees"  (ITL) 
clan.ses  jirovide  detailed  information  on 
certain  issues  pertaining  to  this  oil  and 
ga.s  lease  sale.  The  detailed  text  ofthe.se 
11  L  clan.ses  is  contained  in  the 
‘•Information  to  Lessees”  section  of  the 
final  NOS  Package: 

(1)  Navigation  Safety 

(2)  Ordnance  Disposal  Areas 
(8)  Communications  Towers 

(4)  Existing  and  Propo.sed  Artificial 

Reefs/Rigs  to  Reefs 

(5)  Lightering  Zones 

(8)  Indicated  Hydrocarbons  List 

(7)  Military  Areas 

(8)  Safety  Zones  for  Certain  Production 

f  acilities 

(8)  Bureau  of  Safety  and  Environmental 
Milorcement  (BSEE)  Inspection  and 
Enlmcemeni  of  Certain  Coast  Cuard 
Regulations 

(18)  Ocean  Dredged  Material  Disposal 
Sites 

(l  l)Pulonli,,l,Si,„,l  DnulsingAdivili,.., 

(12)  Below  Seabed  Operations 

(18)  (foimnercial  Wa.ste  Dispiisal  Areas 

(14)  Air  Quality  Permits 

(15)  Notice  of  Arrival  on  the  Outer 
Continental  Shelf 

(18)  Bids  on  Bhjcks  near  U.S.-Mexico 
Maritime  and  Continental  Shelf 
Boundary 

VI.  Maps 

The  follewinn  iila|is  are  iiidudeil  in 
lio  h.na  NthSPaekase:  Ihev  also  mav 
he  found  on  the  BOEM  Web  site  at  ' 

I^ftp:/A\’\\’iv.hoeni.<’ov/s(ile-227/. 

LiHise  Terms  and  Economic  Conditions 
Map 

1  he  lease  terms  and  economic 
(.'oiiditions  and  the  blocks  to  which 
these  terms  and  conditions  apjilv  are 
s^liown  on  the  map  “Final,  Central 
1  lanning  Area,  Lea.se  Sale  227,  March 
20,  2018,  Lease  Terms  and  Economic 
Conditions”  included  in  the  Final  NOS 
1  .ickage, 

Siipnlations  and  Deferred  Blocks  Map 

The  blocks  on  which  one  or  more 
lease  stipulations  apply  are  shown  on  ; 


the  maj)  “Final.  Central  Planning  Area. 
Lease  Sale  227.  March  20.  2018, 
Stipulations  and  Deferred  Blocks  Mao  ” 
included  in  the  Final  NOS  Package. 

VII.  Bidding  Instructions 

Instructions  on  how  to  submit  a  hid 
secure  payment  of  the  advance  bonus  ' 
l)iddepo.sit  (if  applicable),  and  what 
information  iiinst  he  included  with  the 
hid  are  as  follows: 

Bid  Form 

for  (lach  block  hid  upon,  a  separate 
.sealed  hid  shall  he  snhmitted  in  a  .sealed 
envehjpe  (as  de.scrihed  below)  and  must 
include  the  following: 

1  •  Total  amount  of  the  hid  in  whole 

dollars  only: 

•  Sale  miinher; 

•  Sale  date; 

•  Each  bidder’s  exact  name: 

•  Each  bidder’s  inoportionate 
interest,  stated  as  a  percentage,  using  a 
inaxiimnn  of  five  decimal  places  ((>  e 
88.88888%): 

•  Typed  name  and  title,  and  signature 
of  each  bidder’s  authorized  officer; 

•  E.u.h  bidder  s  COM  companv 
mnnher; 

•  Map  name  and  mnnher  or  OPD 
name  and  mnnher; 

•  Block  mnnher;  and 

•  Statement  acknowledging  that  the 

hidder(,s)  understand  that  this  hid 
legally  binds  the  hidder(.s)  to  complv 
with  all  applicable  regulations 
including  ])aynient  of  one-fifth  of  the 
bonus  bid  amount  on  all  apparent  high 
bids.  ^ 

I  he  information  re(]nired  on  the 
)id(.s)  is  specified  in  the  document  “Bid 
form  contained  in  the  Final  NOS 
Backage.  A  blank  bid  form  has  been 
piovided  therein  for  convenience  and 
may  he  copied  and  comiileted  with  the 
nece.ssary  information  de.scrihed  above. 
Bid  Envelope 

Each  hid  must  be  submitted  in  a 
•separate  sealed  envelope  labeled  as 
follows: 

•  “‘‘foaled  Bid  for  Oil  end  Gas  Lease 
Sale  227  not  to  he  opened  until  f)  a.m. 
Wednesday.  March  20.  2018”  or  if  the 
bid  IS  on  a  block  in  the  U.S.-Mexico 
Maritime  Boundary  Area.  “Sealed  Bid 
lor  Oil  and  Gas  Lease  Sale  227  U.S.- 
Mexico  Maritime  Boundarv  Bid.  not  to 
be  oiiened  until  Tran.shonndarv 
Agreement  is  ajiproved  hv  Ciongress  or 
September  80,  2018;” 

•  Maj)  name  and  mnnher  or  OPD 
name  and  niimher; 

•  Block  mnnher  for  block  hid  upon- 

and  ' 

•  The  exact  name  and  GOM  companv 

‘"liV  submitting  bidder  oniv.  ' 

riu;  Hnal  NOS  Package  includes  a 
.sample  bid  envelojK;  for  reference. 
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SUiihd  Bids 

II  bids  are  maiUui,  plea.se  address  the 
envel()|)e  containing  tlie  seahul  bid 
envel()|)(!(s)  as  follows: 

Attention:  Leasing  and  Financial 
Kesj)onsil)ility  Section.  HOliM  (hdfof 
Mexico  Region.  1201  Flmwood  Park 
Honhivard.  New  Orleans.  Louisiana 
70123-2304.  Oontains  Sealed  Bids  for 
(3’A  Oil  and  (ias  Lease  Sale  227.  iMiiase 
lleliviM'  to  Ms.  (iindy  'rhibodeaux  or  Ms. 
Kasey  Oontnre,  2nd  Floor.  Innnediatelv. 

Please  Note;  Oiddoi-s  mailing  l)i(l(s)  are 
advised  to  call  Ms.  (liiulv  rliibodcsmx  at 
(.^04)  73(>-28()!).  or  Ms.  Kasey  (a)ntiire  at 
(.^04)  7IU>-2‘)09.  imiiHuliatcdv  alter  |)iitling 
tlieir  l)id(s)  in  the  mail.  II  HOLM  n!c:eiv(!s 
bids  latm'  than  the  Bid  Submission  Oiuulliiu!. 
the  HOLM  Regional  Director  (IK)EM  RD)  will 
rcdurn  those  bids  unopened  to  bidders. 

.Should  an  unexpected  extml.  such  as 
I’looding  or  travel  rtisiriclions  1)(!  signilicantly 
disrui)live  to  hid  submission.  HOLM  may 
extend  the  Hid  .Submission  Diiadlim;.  Hidthns 
may  call  (.t04)  73(i-ll.'j.T7  or  access  tin?  HOLM 
(hiif  olMexico  Rc!gional  Web  site  at  hllj):// 
\\\\\\\lH>(!m.gav/AI)out-IK)EM/l}()BM-ntt‘>ians/ 
(iiilf-of-M(!xi(:<)-l{(‘;^ion/ln(lif\.(isi)x  for 
information  about  the  |)ossihl(!  (ixtcmsion  of 
tiui  Hid  .Submission  Deadline  due  to  such  an 

(iVCMlt. 

Advance  Banns  Bid  Deposit  (inarantee 

Biddetrs  that  arc  not  citrrontlv  <m  OO.S 
oil  find  gas  lease  record  title  bolder  or 
desigmited  ojterator  or  tbo.se  that  ever 
have  default(;d  on  a  one-fiitb  bonus  bid 
de|)osit,  by  Flectronic  Funds  Transfer 
(liFT)  or  otberwis(;.  tnnst  guarantee 
(secure)  the  payment  of  the  one-fiftb 
bonus  bid  dept)sit  prior  to  bid 
snbini.ssion  using  one  of  the  following 
four  inetbods: 

•  Provide  ;i  tbird-party  guarantee: 

•  Amend  areawide  developtnent 
bond  via  bond  rider: 

•  Provide  a  letter  of  credit:  or 

•  Provide  a  lump  sutn  payment  in 
advance  via  EFT. 

For  tuore  information  on  EFT 
])rocedure.s,  .see  “'rbe  Lease  .Sale” 
.S(!ction  X  of  this  document. 

Affinnative  Action 

BOEM  re(|uires  that,  prior  to  bidding, 
the  bidder  file  Etpial  Opportunitv 
Affirtnative  Action  Rejtresentation  lutrin 
B()EM-2032  (October  2011)  and  Etpial 
()|)portunitv  (k)m|)liance  Report 
0(!rti beat  ion  Fortn  B()EM-2033 
(()ctob(!r  201 1 )  in  tin;  BOEM  Oulf  of 
Mttxico  Region  Adjitdit:ation  .Section, 
rbis  t:erti  beat  ion  is  retptired  by  41  (iFR 
|)art  00  atid  Executive  Order  No.  11240. 
issued  .September  24.  1  no.'s,  as  atnended 
by  Exticutive  Orditr  No.  1137.'),  i.ssued 
()ctol)(!r  13.  1907.  Plea.se;  note;  that  both 
forms  iire  ntepiired  to  be  on  file  for  the 
bidder(s)  in  the  COM  Region 


Adjudication  .Section  prior  to  the 
execution  of  any  lea.se  contract. 

Geophysical  Data  and  Information 
Statement  (GDIS) 

Pursuant  to  30  OFR  .'j.'il.l2.  BOhiM  lias 
a  right  to  access  geophysical  data  and 
information  collected  under  a  permit  in 
the  (KkS.  Every  bidder  submitting  a  bid 
on  a  block  in  (;PA  .Sale  227.  or 
particijiat  ing  as  a  joint  bidder  in  such  a 
iiid,  must  submit  at  the  time  of  bid 
submission  a  (iDLS  in  a  .separate  and 
sealed  envelope,  identifving  all 
proprietary  data;  rejirocessed 
speculative  data  and/or  any  (-ontrolled 
.Source  Electromagnetic  surveys. 
Amplitude  Versus  Offset.  Gravity  or 
Magnetic  data:  or  other  information 
used  as  jiart  of  the  decision  to  bid  or 
participate  in  a  bid  on  the  block. 

Pleasi;  Note:  A  bidder  must  sidimit  the 
(fDl.S  even  if  its  joint  bidder  or  bidders  on  a 
specific  block  also  have;  snhmitted  a  (IDI.S, 
Any  sp(!cnlative  data  that  has  been 
rciprocessed  (jxtmnally  or  "in-honsc;"  is 
consid(!red  jiroprielary  dm!  to  the  proprietary 
processing  and  is  no  longer  considerwl  to  Ix! 
sp(!cnlalive.  Tin;  (JDl.S  shonid  chiarlv  stale; 
who  did  the  r(!proc(!Ssing  (e.g..  external 
company  nann;  or  "in-honse").  In  addition, 
the  GDhS  shonid  chuirlv  identifv  tin;  data 
type;  (e.g..  2-D.  3-D.  or  4-D.  pr(;-slack  or 
post-stack,  and  time  or  deiith);  artial  exteint 
(i.e..  iniinlx!!'  of  line!  miles  for  2-1)  or  nnmher 
of  blocks  for  3-D)  and  migration  algorithm 
(t!.g.,  Kirchhoff  Migration.  Wave  lupiation 
Migration.  Reeverse;  Migration.  Rex'er.se  Time 
Migration)  of  tin;  data;  velocitv  models  iisiid; 
and  other  reepuisteid  imitadata.  Tiu!  st.itenuent 
also  must  incimh;  the  nanu!;  phom;  nnmher. 
and  full  addriiss  of  a  contact  ]H!rson  and  an 
alt(;rnat(;  who  an;  both  knon/edgeei/j/e  about 
tin;  information  and  data  listeul  and  availahlo 
for  30  days  post-sale:  lln;  |)roc(!Ssing 
com))any;  dale  processing  was  com|)leled; 
owmirof  the  original  data  set  (who  initiallv 
acepnrcid  tin;  data):  and  original  data  snrx'ev 
name  and  permit  number.  .Siiismic  survey 
information  also  shonid  include  the 
comjniler  storage  size;,  to  tin;  neanisl 
m(;gahyl(!.  of  (;ac:h  seiismic  data  set  and 
v(!loi:ily  volume  ns(;d  to  evaluate!  the  leeise 
hle)e:k  in  epieesliem.  This  will  he;  nse!el  in 
eislimaling  the  re!pre)elne:tie)n  e:e)sls  feir  e!iie:h 
elala  se!t  einring  the!  re!cniisilie)n  j)re)e:e!ss  |)rior 
te)  re!eiiu!sling  ehitii.  HOLM  reisen  veis  the;  right 
te)  e|ne!ry  iilteirmile;  elata  se!ls.  te;  epialily  e:he!e:k. 
ami  te)  eieimpeire;  the;  lisle!el  anel  :dle!rniilive! 
elatii  se;ls  te;  ehiteirmine!  whie:h  ehita  se!l  meist 
e:le)se;ly  meeets  the;  neeeiels  eif  the!  fair  miirke;l 
viiliH!  ele!te!rminalie)n  ])re)e:e!ss. 

The;  GDLS  mu.st  nisei  iiicluele;  ontrios 
for  all  blocks  biel  u])oii  that  diel  not  use; 
pro])rie;larv  or  re;])roci;ss(;d  pro-  or  ])ost- 
stack  ge;e)pby.sic;il  elata  <mel  iiifeirmatioii 
as  ])art  eif  the;  ele;e:isie)ii  tei  biel  eir  tei 
partie;ij)ate;  as  a  jeiiiit  bielelor  in  the;  biel. 
The;  (d)l.S  must  be;  submittoel  ovon  if  nei 
j)re)prie;tary  ge;eipby.sie:al  elala  ami 
information  we;re;  use;el  in  biel 
jiroparation  feir  the;  ble)e;k.  In  the;  ovont 


ii  ])e;rse)n  (as  elofinoel  at  30  GFR  ,').')(i.43) 
supplie;.s  any  type;  eif  elata  to  BOhiM.  tli.it 
pe;rse)n  niu.st  moot  the;  folleiwing 
re;eiuire;nie;nts  tei  e|ualify  feir 
re;inil)urse;nie;nt: 

(1)  Porsems  must  be;  re;gi.ste;re;el  with 
the;  .Sy.stom  feir  Awiirel  Managoniont 
(.SAM),  forniorly  known  as  the;  Gontral 
Gontrae;te)r  Reigistnitiem  (GGR).  Your  GGR 
usornamo  will  neit  weirk  in  .SAM.  A  now 
.SAM  llsor  Ae:e;e)unt  is  nooeloel  to  rogistor 
or  njielate;  your  ontity’s  re;e:eirels.  The; 

Wol)  site;  feir  rogistoring  is  https:// 
\viv\v.sam.;^ov. 

(2)  Poisons  must  be;  onreilloel  in  the; 
Dopartmont  eif  Troasury’s  lnte;rne;t 
Payniont  Platfeirm  (IPP)  feir  e;le;e:tremie: 
inveiicing.  3'bo  peirson  must  onreill  at  the; 
IPP  (https://\v\v\v.ij)i).gov/)  if  it  lias  neit 
alroaely  eleino  so.  Ae;e;oss  tbon  will  be; 
grantod  to  use;  IPP  for  submitting 
re;e]ue;sts  feir  jiiiymont.  Wbon  a  re;ejue;st 
for  paymemt  is  submitteiel,  it  must 
ine:luelo  the;  assigneiel  Pure:base;  Orelor 
Nunilior  ein  the;  roejuo.st. 

(3)  I’orsons  must  have;  a  e:urre;nt  On¬ 
line;  Re;pre;se;ntatieins  anel  Ge;rtifie:iitieins 
Applie:iitiein  at  https://\v\v\v.sam.gov. 

IMe;iese;  Neile;:  The;  CDI.S  Infornniliein  Table! 
e:an  he;  snhmitteiel  eligitedly  as  an  Exe:e!l 
si)re!:ielshe!e!l  em  a  (3)  eir  DVD.  If  yein  Inive!  any 
eine!sliems,  |)le!ase  e:einl<u:l  Ms.  Deu!  .Smith  at 
(.304)  730-27()().  eir  Mr.  jeihn  leihnsem  at  (.304) 
730-2433. 

TeIei)hone  Nnmhers/Addresses  of 
Bidders 

BOEM  roepiosls  that  bieleie;rs  jireiviele! 
this  infeirmation  in  the;  .sugge;ste;el  feirniiit 
prior  tei  eir  at  the;  time;  eif  biel  sulimissiein. 
'Fliis  feirni  shall  mil  be;  e;ne:lei.se;el  insiele; 
the;  se;ale;el  biel  onvoleipo. 

Additional  Documentation 

BOEM  may  re;ejuire!  liieieiors  to  submit 
otbe;r  eloe:umonl.s  in  ae:ceirelane:e;  with  30 
CFR  .'i.'i(i.4(i. 

VIll.  Bidding  Rulos  and  Restrictions 

Bestrieted  Joint  Bidders 

BOEM  pulilisboel  in  the;  Foeleiral 
Re;giste;r  ;i  Li.st  eif  Rostrie:te;ei  joint 
Bieleleirs,  wbie:b  a]iiilie;s  tei  this  loa.se;  sale;, 
at  77  I’R  04820  ein  Oe:teilie;r  23,  2012. 
Ploase;  rofor  to  joint  liieleling  preivisieins 
at  30  CFR  .'>.3(1.41  for  aelelitieinal 
re;strie;tiem.s. 

Authorized  Signatures 

All  liielele;rs  must  e;xe;e:ute;  all 
eleie.umonts  in  e;einfeirmime;e;  with 
sigmiteiry  autborizatieins  ein  file;  in  the; 
BOEM  Gulf  eif  Me;xie:o  Re;giein 
Aeljuelie:atiein  Offle:e;.  Deisignatoel 
signateirios  must  be;  autbeirizoel  tei  liinel 
tboir  re;sjie;e;tive;  leigal  businoss  ontitv 
(o.g.,  a  e:eir]ioration,  partmirsbip,  eir  LEG) 
and  must  have;  an  ine;umlione;y 


cortificato  sotting  fortli  tlio  antliorizoci 
Mgnatorios  on  filo  with  tho  HOL’M  Gulf 
ol  Moxico  Ri'gion  Adjudication  Office, 
liiddors  snhinitting  joint  bids  must 
includo  on  tho  hid  fonn  tlio 
pi-oiHjrtionato  intorost  of  oacli 
|);irticii)ating  Ihddor.  stated  as  a 
l)orcontago,  using  a  inaxinnnn  of  five 
docnnal  places  (e.g.,  [V.i.XiliiVA  i)ercent) 
with  total  interest  e(|naling  1()()  percent. 

Mulders  are  advised  that  MOHM 
(:onsider.s  the  .signed  hid  to  he  a  legally 
hindmg  obligation  on  the  jiart  of  the  ' 
hidder(s)  to  comply  with  all  applicable 
rogulation.s  including  jiayment  of  one- 
htth  of  the  bonus  hid  on  all  high  bids 
A  statement  to  this  effect  must  he 
included  on  each  hid  form  (see  the 
document  “Bid  Form"  contained  in  the 
final  NOS  Package). 

Unlawful  Combination  or  Intimidation 

Ihddors  against  violation 
IH  U.S.G.  1 »(,().  prohibiting  imlawfiil 
(.omhination  or  intimidation  of  bidders. 
Hid  \  Vithdva\v(d 

Mids  may  he  withdrawn  only  by 
written  reipiest  delivered  to  BOEM  prior 
to  the  Bid  Suhmi.ssion  Deadline.  The 
withdrawal  re(]uest  must  he  on 
;;oniiumy  letterhead  and  must  contain 
10  bidder  s  name,  its  companv  numher, 
ilu;  map  name/numher,  and  the  block 
numher(s)  of  the  hid(s)  to  he  withdrawn. 

lie  reiiiiest  must  he  in  conformance 
with  signatory  authorizations  on  file  in 
the  B(MiM  (iidf  of  Mexico  Region 
Ad|udication  Office.  Signatories  mu.st  he 
jiiilliorized  to  hind  their  respective  let-al 
l)u.smes.s  entities  (e.g.,  a  corporation, 
partnership,  or  LEG)  and  must  have:  (1) 

An  incumhency  certificate  and/or  (2) 
siiecific  power  of  attorney  setting  forth 
oxpmss  authority  to  act  on  the  business 
entity  s  behalf  for  purpo.ses  of  bidding 
and  lease  execution  under  OGSLA.  The 
name  and  title  of  the  signatory  must  he 
typec  under  the  signature  block  on  the 
withdrawal  letter.  Upon  the  BOEM 
Regional  Director's  (R13).  or  his 
designee’s,  ajiproval  of  such  recniests  he 
or  she  will  indicate  their  approval  hv  1 

signing  and  dating  the  withdrawal  '  1 

I’ecjuest.  j 

Hid  Hounding  I 

I  he  bonus  hid  amount  mu.st  he  .stated  / 

in  whole  dollars.  If  the  acreage  of  a  '  i 

lilock  contains  a  decimal  figure,  then 
prior  to  calculating  the  minimum  bonus  ]< 
liid.  bidders  must  round  u])  to  the  next  o 
whole  acre.  The  apju'opriate  minimum 
late  per  acre  is  then  ajijilied  to  the  „ 

whole  (rounded  u]})  acreage.  If  this  |, 

ealculation  results  in  a  fractional  dollar  {\ 
amount,  bidders  must  round  up  to  the  r, 
next  whole  dollar  amount.  The  bonus  V) 

hui  amount  must  he  greater  than  or  (3 
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equal  to  the  minimum  bonus  hid. 
Minimum  bonus  hid  calculation.s, 
including  all  rounding,  for  all  blocks  are 
sdiown  m  the  document  “List  of  Blocks 

k  ' "'1  Mr  w  ?>’  ineduded  in  the 

final  NOS  Ikickage. 

IX.  Forms 

„  f’inal  NOS  ik.ckage  includes 
forms,  samples,  and  the  jneferred  format 
Inr  the  following  items.  Bidders  are 
strongly  encouraged  to  ii.se  these 
lormals;  .should  bidders  u.se  another 
loi’inat,  they  are  responsible  for 
including  all  the  information  sjiecified 
tor  each  item  in  this  Final  NOS  Package 

(1)  Bid  Form 

(2)  Sample  Gompleted  Bid 

(3)  Sainjile  Bid  EnvelojK! 

(4)  Sample  Bid  Mailing  Enveloiie 

(oj  Felephone  Numhers/Addre.sses  of 
Bidders  Form 
(B)  GDIS  Form 
(7)  GDIS  EnvelojK!  Form 

X.  The  Lease  Sale 


I'M/PayIn  fo.htm.  Accej)tance  of  a 
dejiosit  doe.s  not  constitute  and  .shall  not 
he  construed  as  accej)tance  of  any  hid 
on  behalf  of  the  United  State.s.  " 
^^'ithdimvai  of  Hiocks 

I  ho  United  States  re.serves  the  right  to 
withdraw  any  block  from  this  lease  sale 
|)nor  to  issuamie  ofa  written  accejjtance 
ol  a  1)1(1  for  the  block. 


Hid  Opaning  and  Handing 

Sealetl  bids  received  in  resjmnse  to 
the  final  NOS  will  he  o|)ened  at  the 
place,  date  ami  hour  sj)(!cified  in  this 
final  NOS.  1  he  ojKming  of  the  bids  is 

tor  the  .sole  jKirjio.se  of  |)nl)licly 
announcing  and  recording  the  bids 
received;  no  bids  will  he  accejited  or 
rejm.ted  at  that  time. 

Honns  Hid  Uaposit  for  Apparant  Ilwh 
Hids 


Kach  bidder  snhinitting  an  ajijiarent 
iigh  hid  mu.st  submit  a  bonus  hid 
dejiosittothe  U.S.  Dejjartment  of  the 
Interior's  Office  of  Natural  Re.sources 
Revenue  (ONRR)  e(,nal  to  one-fifth  of 
the  bonus  hid  amount  for  each  such  hid 
A  co|)y  of  the  notification  of  the  high 
bidder  .s  one- fifth  bonus  liability  mav  he 
oh  ainec  at  the  EFT  Area  outsicie  the 
Bid  Reading  Room  on  the  day  of  the  hid 

"''‘‘dned  on  the 
BOEM  Web  sit(!  at  http:// 

^y^y^^f  lH)am.gov/SaJa-227/  under  the 
heading  "Notification  of  EFT  Vr,  Bonus 
Liability."  All  |)avinenl.s  mu.st  he 
jlo])osited  el(,ctronicallv  into  an  interest- 
liearmg  account  in  the  U.S.  Treasury  hv 
1 1  a.m.  East(!rn  Time  the  day  following 
bid  reading  (no  excejitions).' Account 
intormation  is  jirovided  in  the 
“histructions  for  Making  Electronic 
f  iinds  Transfer  Bonus  Pavments”  found 
(intlmBOEMVV.ih.s^  above. 

BOEM  r(!(juir(!s  bidders  to  use  EFT 
procedures  for  jiayment  of  one-fifth 
bonus  hid  de|)osits  for  CPA  Sah>  227 

iollowingthedetail(!din.structi(ms 

eontained  on  the  fkiyment  Information 

nMonr."'"*  he  found  on  the 
ONRR  Web  site  at  http  j/www.onrr.gov/ 


Arcaptanca.  Hajaction.  or  Haturn  of  Hids 

I  he  UnittKl  States  re.serves  the  right  to 
reject  any  and  all  hids.  No  hid  will  1)(« 
accepted,  and  no  hxise  for  any  block 
b-  ,  "‘j  ‘"varch'd  to  any  bidder,  unless 
ttie  bidder  has  comjilied  with  all 
requirements  of  this  Final  NOS. 
including  tho.se  set  forth  in  the 
documents  contained  in  the  Final  NOS 
ackage  and  aj)j)licahle  regulations;  the 
lad  IS  the  highe.st  valid  hid;  and  the 
amount  of  the  hid  has  been  determined 
to  be  adequate  by  the  authorized  officer 
Any  hid  submitted  that  does  not 
(xmforin  to  thc!  nKjuirements  of  this 
final  NOS  and  Final  NOS  Package 
tXkSLA,  or  other  aj)j)licable  statute’ or 
legulation  may  he  rejected  and  returned 
to  the  huh  (!r.  The  U.S.  Dejiartimmt  of 
Jus  ice  and  Federal  Trade  Gonimi.ssion 
will  revi,!w  th(!  nisults  of  the  lea.se  sale 
prior  to  the  accejitance  of  bids  and 
issuance!  of  hxises  for  anti-trust  i.ssmxs 
l»  ensure  that  tlu!  Gov(!rnni(!nt  r(!ceive.s 
a  fair  return  for  the  conveyance  of  leases 
from  tins  .sale,  high  bids  will  he 
evaluated  in  accordance  with  BOEM’s 
bid  adecjuacy  procedures.  A  cojiy  of 
curmnf  jirocedures.  "Modifications  to 
tlie  Bid  Adeejuaev  ITocedures"  at  (>4  FR 

jf7.5()()  on  July  12,1999.  can  he  obtained 
houi  the  BOEM  Gulf  of  Mexico  Reigion 
iildic  Information  Office,  or  via  the 
fb'lf  of  Mexico  Region  Web  site 
f  <Htp:/Avmv.gonu  mmis.gov/lumwpo/ 
Isasala/hidadaqditml. 

Laasa  Award 

BOEM  reejuires  each  bidder  awarded 
a  lease  to:  (1)  Execute  all  coj)i(;.s  of  the 
lease  (form  BOEM-2()0.'')  (October 
201 1 ),  as  amended).  (2)  j)av  by  EFT  the 
balance  of  the  bonus  bid  amount  and 
flu!  first  year’s  rental  for  each  hiase 
issued  in  accordance  with  the 
requirements  of  .'10  GFR  218.1.'-, .'I  and 
r)r)(i.47(0;  and  (;i)  .satisfy  the  hondin» 
reijuirements  of  ;io  GFR  jiart  .'5. in.  ” 
siihjiart  I,  as  amended.  ONRR  retjuests 
Ifiat  only  one  transaction  he  used  for 
j)ayment  of  the  four-fifths  bonus  hid 
amount  and  the  first  year's  rental. 

XI.  Delay  of  Sale 

The  BOEM  RD  in  the  Gulf  of  Mexico 
Region  has  the  discretion  to  change  any 
dat(x  tniK!.  and/or  location  sjiecified  in 
tlie  Final  NOS  Package  in  case  of  a  /on;e 
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nuij(uiiv  event  that  the  BOFM  RD  deems 
may  interfere  with  the  carrying  out  of  a 
fair  and  proper  lease  sale  process.  Such 
events  inav  include,  hut  are  not  liinitcid 
to.  natural  disasters  (e.g..  eartlujuakes. 
hurricanes,  and  floods),  wars,  riots,  acts 
of  terrorism,  fire,  strikes,  civil  disorder, 
or  other  events  of  a  similar  nature.  In 
case  of  such  events,  bidders  should  call 
(.'j()4)  738-0.^).') 7.  or  access  the  HOFM 
Wei)  site  at  htlp  J/www.lnHuu.gov  for 
information  about  anv  changes. 

Dated:  |ainiarv  2K.  201,3. 

Toinmy  P.  Beaudreau, 

Diivctnr.  Buit'dii  ofOcadti  Energy 
MdiidgenunU. 

II'K  Ooc.  2()i;t-(l2701  I'iled  2-7-i:l:  K:4.')  aiii| 
BILLING  CODE  4310-MR-P 


INTERNATIONAL  TRADE 
COMMISSION 

[Investigation  No.  337-TA-857] 

Certain  Reduced  Folate  Nutraceutical 
Products  and  L-Methylfolate  Raw 
Ingredients  Used  Therein;  Commission 
Determination  Not  To  Review  an  Initial 
Determination  Granting  Complainants’ 
Unopposed  Motion  To  Correct  the  Title 
of  Complainants’  Unopposed  Motion 
To  Amend  the  Complaint  and  Notice  of 
Investigation 

agency:  U.S.  International  Trade 
(iom  miss  ion. 
action:  Notice. 

SUMMARY:  Notice  is  herehv  given  that 
the  IJ.S.  International  Trade 
(Commission  has  determined  not  to 
review  an  initial  determination  (“ID”) 
(Order  No.  .'5)  of  the  administrative  law 
judge  (“AL)”)  granting  comjilainants' 
unopposed  motion  to  correct  the  title  of 
comjilainants'  imopijosed  motion  to 
amend  the  complaint  and  notii;e  of 
investigation  in  the  ahove-cajitioneil 
inve.stigation. 

FOR  FURTHER  INFORMATION  CONTACT: 
James  A.  Worth,  Office  of  the  General 
Counsel.  IJ.S.  International  Trade 
(Commi.ssion.  .100  F  Street  SW.. 
Washington.  DC  20430.  telejihone  (202) 
20.1-3001.  Copies  of  non-confidential 
docnmenls  filed  in  connection  with  this 
investigation  are  or  will  he  available  for 
insjiection  during  official  business 
hours  (8:41  a.m.  to  1:11  p.m.)  in  the 
Office  of  the  Secretary.  U.S. 

International  Trade  (Commission.  100  F 
Street  SW.,  Washington,  DCC  20430. 
telephone  (202)  201-2000.  General 
information  concerning  the  Commission 
may  also  he  obtained  hv  accessing  its 
Internet  server  (http://\v\\  \v.usHc.‘>ov). 
The  jinhlic  record  for  this  inve.stigation 
mav  he  viewed  on  the  (Commission's 


electronic  docket  (FDIS)  at  http:// 
(Hhs.iisitc.gov.  1  learing-im])aired 
persons  are  advised  that  information  on 
this  matter  can  he  obtained  by 
contacting  the  (Commission’s  TDD 
terminal  on  (202)  20.1-1810. 
SUPPLEMENTARY  INFORMATION:  The 
(Commission  instituted  this  inve.stigation 
on  October  10.  2012,  ha.sed  on  a 
complaint  filed  on  September  10,  2012, 
on  behalf  of  South  Alabama  Medical 
Science  Foundation  of  Mobile, 

Alabama;  Merck  &  (Cie  of  Altdorf. 
Switzerland;  and  Pamlab  LL(C  of 
(Covington,  Louisiana  (collei:tively.  "the 
complainants").  77  FR  03330  (October 
10,  2012).  The  com])laint  alleged 
violations  of  Section  337  of  the  Tariff 
Act  of  1030,  as  amended.  It)  U.S.C. 

1337.  by  reason  of  infringement  of  one 
or  more  of  claims  37,  30,  40.  47,  00,  07, 
73.  70,78-81, 83,  84,  80-80. 01, 02,  04- 
07,  00.  100,  no,  111,113,  117,  and  121 
of  U.S.  Patent  No.  1.t)07,011;  claims  22, 
20.  and  32-38  of  U.S.  Patent  No. 
0.073,381;  claims  1,  4-0,  and  11  of  U.S. 
Patent  No.  7.172.778;  and  claims  1—3.  1, 
0.  8,  0.  11-11,  and  10-22  of  U.S.  Patent 
No.  0.011,040.  The  (Commission’s  notice 
of  investigation  named  as  respondents 
Gnosis  .S])A  of  Desio,  Italy;  (Cnosis 
Biore.search  SA  of  Sant’Antonino, 
Switzerland;  Gnosis  USA  Inc.  of 
Doylestown,  Pennsylvania;  and 
Macoven  Pharmaceuticals  LL(C  of 
Magnolia.  Texas. 

On  November  14,  2012,  the 
com])lainant.s  filed  an  unopposed 
motion  for  leave  to  amend  tlie 
comi)laint  and  notice  of  investigation, 
inter  alia,  to  add  a  new  res|)ondent.  The 
title  of  the  motion  identified  the  new 
respondent  as  Viva  Pharmaceuticals 
LLC.  while  the  body  of  the  motion 
identified  the  new  respondent  as  Viva 
Pharmaceuticals  Inc.  On  November  11. 
2012,  the  ALJ  i.ssued  an  ID,  granting  the 
motion  to  amend  the  complaint  and 
notice  of  inve.stigation,  inter  alia,  to  add 
Viva  Pharmaceuticals  LLC  as  a  new 
respondent.  On  December  13,  2012.  the 
(Commission  issued  notice  of  its 
determination  not  to  review  the  ID. 

On  January  8.  2013,  the  complainants 
filed  an  uno])po.sed  motion  to  correct 
the  title  of  its  motion  to  amend  the 
com])laint  and  notice  of  investigation 
such  that  the  res])ondent  is  identified  as 
Viva  Pharmaceuticals  Inc.  rather  than 
Viva  Pharmaceuticals  LL(].  On  Januarv 
14.  2013  ALJ  i.ssued  the  subject  ID 
(Order  No.  1),  granting  the  motion  for 
good  cause  .shown.  No  petitions  for 
review  were  filed. 

Having  considered  the  ID  and  the 
relevant  portions  of  the  rei:ord,  the 
(Commission  has  determined  not  to 
review  the  subject  ID.  The  complaint 


and  notic:e  of  investigation  are  therefore 
corrected  to  identify  the  new 
respondent  as  Viva  Pharmaceuticals  Inc. 

This  ai:tion  is  taken  under  the 
authority  of  .section  337  of  the  Tariff  Act 
of  1030,  as  amended  (It)  U.S. (C.  1337). 
and  of  section  21().42(h)  of  the 
(Commission’s  Rules  of  Practice  and 
Procedure  (It)  (CFR  210.42(1))). 

Issued:  l'’el)niary  4.  2013. 

By  order  of  llie  ('.oininission. 

Lisa  K.  Barton, 

Acting  Sccrctdiv  to  the  Ciaininissidn. 

ILK  Doe.  2()i:)-02Klii  Filed  2-7-i;i;  H:4.'i  iiin| 
BILLING  CODE  7020-02-P 


INTERNATIONAL  TRADE 
COMMISSION 

[USITC  SE-1 3-007] 

Government  in  the  Sunshine  Act 
Meeting  Notice 

AGENCY  HOLDING  THE  MEETING:  United 
States  International  Trade  Commission 

TIME  AND  date:  Februai'v  11.  2013  at 
lUOOa.m. 

PLACE:  Room  101, 100  F  Street  SW., 
Washington,  D(C  20430,  Telephone; 

(202)  20.1-2000. 

STATUS:  Open  to  the  jiuhlic. 

Matters  To  Be  (Consitlered 

1.  Agendas  for  future  meetings:  none. 

2.  Minutes. 

3.  Ratification  List. 

4.  Vote  in  Inv.  Nos.  701-TA-310  and 
731-TA-OlO  and  018  (Third  Review) 
(Cori’osion-Resistant  (Carbon  Steel  Flat 
Products  fi'oin  (Ceiinany  and  Korea).  The 
Commission  is  c:uri’ently  schedided  to 
transmit  its  determinations  and 
Commissioners’  oj)inions  to  the 
Secretary  of  (Commerce  on  or  before 
March  1,  2013. 

1.  Outstanding  action  jackets:  none. 

In  accordance  with  (Commission 
])olicy.  subject  matter  listed  above,  not 
disposed  of  at  the  scheduled  meeting, 
may  be  carried  over  to  the  agenda  of  the 
following  meeting. 

issued:  Feluuarv  0.  2013. 

By  order  of  the  (Coinmissioii. 

William  K.  Bishop. 

Snpervisorv  llenrings  end  Infornidtion 
Officer. 

|FK  Doc:.  2(n;)-l)2‘m.T  Filcut  2-(>-13;  1 1:15  ami 
BILLING  CODE  7020-02-P 
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DEPARTMENT  OF  JUSTICE 

[0MB  Number  11 05-NEW] 

Agency  Information  Collection 
Activities;  Proposed  Collection; 
Comments  Requested:  Claims  of  U.S. 
Nationals  for  Compensation  for 
Serious  Personal  Injuries  Against  the 
Government  of  Iraq  and  Referred  to  the 
Foreign  Claims  Settlement 
Commission  by  the  Department  of 
State  Legal  Adviser 

action:  30-(lay  notice. 

Tlu!  Foreign  Claims  Siittlement 
(ioinini.ssion  (Connni.ssion).  an 
independent  agency  organized  within 
the  Department  of  Justice,  will  he 
submitting  the  following  information 
collection  rcKjiuj.st  to  the  Office  of 
Management  and  Budget  (OMB)  for 
review  and  apjiroval  in  accordance!  with 
the  Paperwork  Reduction  Act  of  1995. 
The  pro])o.secl  information  c;ollectic)n  is 
jnihlishcul  to  obtain  comments  from  the 
])uhlic:  and  affcutcKl  agenctes.  This 
proposed  information  collcution  was 
])revic)usly  published  in  the  Federal 
Rcigister  Volume  77,  Number  23(i,  pages 
73051-73052  on  Dc!cc:mhc!r  7,  2012. 
allowing  for  a  00  clav  c:c)mment  pc!riod. 

The  ])uri)ose  of  this  notice!  is  to  allow 
for  an  additional  30  days  for  pidilic: 
ceumnent  March  11. 2013.  This  prc)ce!ss 
is  conducted  in  aceecrdance!  with  5  (iFR 
1320.10. 

Written  ceJimnents  and/or  sugg(!stic)ns 
rc!garciing  the  itenns  cecntainecl  in  this 
notice!,  esjjcutally  the  estimated  ])nhlic 
hiirden  and  assoctated  response  time, 
shoidcl  he  directed  to  the  Offic:c!  of 
Management  and  Budget,  Office!  of 
Information  and  Rc!gulatory  Affairs. 
Attemtion  Dc!])artmc!nt  of  Justice!  De.sk 
Officer,  Washington,  DC  20503. 
Additionally,  comments  may  he 
submitted  to  OMB  via  fac:similc!  to  (202j 
395-5800.  Writtc!n  ceemments  and 
snggc!stions  from  the  jmhlic:  and  affected 
agc!nc;ic!s  cemce!rning  the  propc)sc!cl 
c:ollc!ction  of  information  are 
enc.ouragecl.  Your  ceMuments  shoidcl 
aclch  c!ss  one  or  more  of  the  following 
four  points: 

— Fvaluate  whether  the  jiropo.sed 

c:c)llc!c:tion  of  information  is  nc!c:c!.ssarv 
for  the  pro])C!r  pc!rformanc:e  of  the 
functions  of  the  agc!nc:y,  inc:lncling 
whether  the  information  will  have 
prac:tic:al  utility: 

— Fvaluate  the  ace:urac:y  of  the  agenc.y’s 
c!stimatc!  of  the  burden  of  the 
projiosed  c:ollc!c;tic)n  of  information. 
inc;lucling  the  validity  of  the 
methodology  and  assumptions  used: 
— Enhance  the  cjnality,  utility,  and 
clarity  of  the  information  to  he 
c;ollec;tc!d:  and 


— Minimize  the  tnirclen  of  the  cc)llc!c:ticm 
of  information  on  tho.se  who  are  to 
rc!S])C)nd,  inc:lucling  through  the  n.se  of 
appropriate  automated,  c!lc!Ctronic:, 
mei;hanic:al,  or  other  tc!c:hnc)logic:al 
c:c)llc!c:tic)n  tc!c:hnicpic!s  or  othc!r  forms 
of  information  tc!c:hnolc)gy,  e.g., 
|)C!rmitting  c!lc!c:tronic;  suhmission  of 
rc!S])C)nsc!S. 

Overview  of  This  Information 
Collection 

(1)  Tvi)H  of  Infoi'inat ion  (iollaction: 
New  c:c)llc!cticm. 

(2)  Tlu;  title  of  the  form/ collection: 
(daims  of  IJ.S.  Nationals  Again.st  Iracj. 

(3)  The  agency  form  numher,  if  any. 
and  the  a[}{)lical)le  component  of  the 
department  sponsoring  the  collection: 
Form  Numher:  FCSC  1-12.  Foreign 
Cilaims  Settlement  Commission. 
Department  of  Justic;c!. 

(4)  Effected  public  who  will  he  asked 
or  reijnired  to  respond,  as  well  as  a  brief 
abstract:  Primary:  Individuals.  Other: 
None.  Information  will  he  used  as  a 
basis  to  adjnclic;atc!  eligibility  for 
c:om])C!n.sation  of  D.S.  nationals,  under 
thc!  U.S. -Iracj  (ilaims  Settlement 
Agrc!C!mc!nt  and  the  Novemhc!!'  14.  2012 
referral  to  the  (Commission  by  the 
D(!])artmc!nt  of  State  Fc!gal  Advi.ser,  for 
serious  jiersonal  injuries,  whic:h  may 
ini;lnclc!  instanc:c!.s  of  serious  })hysic:al. 
mental,  or  emotional  injury  arising  from 
sc!xual  assault.  c:oc!rc:ivc!  interrogation, 
mc)c:k  c!XC!c:ntion,  or  aggravated  |)hvsic:al 
assault.  Awards  will  he  jiavahle  hv  the 
Dejiartment  of  the  Treasury  out  of  funds 
|)roviclc!cl. 

(5j  An  estimate  of  the  toted  number  of 
respondents  and  the  amount  of  time 
estimated  for  an  average  respondent  to 
respond/reply:  It  is  estimated  that  20 
individual  resjjondents  will  c:om|)lc!te 
the  aj)])lic:atic)n  in  ajjjn'oximately  two 
hours  c!ac;h. 

((j)  An  estimate  of  the  toted  public 
burden  (in  henirsl  asse)e:iateel  with  the 
coll(;e:tie)n:  The  estimated  total  annual 
juihlic:  burden  assoc;iatc!cl  with  this 
a])])lic:atic)n  is  40  hours. 

If  additional  information  is  rcujuired 
c:c)ntact:  Jerri  Murrav.  Dejiartment 
C.hxirance  ()ffic:c!r.  United  States 
Dejiartment  of  Jnstic:c!,  Justic:c! 
Managcnncmt  Division,  Polic.y  and 
Planning  Stedf,  Two  (Constitution 
Scjuarc!,  145  N  Strc!C!t  NE..  Room  3W- 
1407B,  Washington,  DC  20530. 

tlatcid:  t'eliniarv  .5.  2013. 
lerri  Muiray, 

Depeuiineni  (ileeirenu:;;  Officer  for  Pit  A.  ILS. 
Depeirlmeiil  ofliistie:e. 

|FK  Dot;.  2()i:!-()2a74  ['ikul  2-7-i:i;  am| 
BILLING  CODE  4410-BA-P 


DEPARTMENT  OF  JUSTICE 

Drug  Enforcement  Administration 

[OMB  Number  1117-0006] 

Agency  Information  Collection 
Activities;  Proposed  Collection; 
Comments  Requested:  Application  for 
Individual  Manufacturing  Quota  for  a 
Basic  Class  of  Controlled  Substance 
and  for  Ephedrine,  Pseudoephedrine, 
and  Phenylpropanolamine 

ACTION:  3()-day  notic:c!. 

The  Dejiartment  of  Justic:c!  (DOJ).  Drug 
Enforcement  Achnini.stration  (DEA)  will 
hc!  submitting  the  following  information 
c:ollc!c:tion  recjucLst  to  the  Office  of 
Management  and  Budget  (OMB)  for 
review  and  ajjjjroval  in  ac:c:orclanc:c!  with 
the  Pajierwork  Rc!cluc:tic)n  Ac:t  of  1995. 
The  |)ro|)C).sc!cl  information  c;c)llec:tion  is 
})id)lishc!cl  to  obtain  comments  from  the 
public  and  affc!c:tc!cl  agcmcies.  This 
})roj)o.secl  information  c:ollec:tion  was 
jireviously  jiuhlished  in  the  Federal 
Register  Volume  77.  Numhc!r  233,  Jiage 
71831  on  Dc!c:c!ml)c!r  4,  2912,  allowing 
for  a  80  clay  c:c)nnnc!nt  jieriocl. 

'rhe  |)urpose  of  this  nc)tic:c!  is  to  allow 
for  an  additional  30  clays  for  jmhlic: 
c:ommc!nt  until  Marc:h  11, 2013.  This 
j)roc:c!ss  is  c:c)ncluc:tc!ci  in  ac:c:c)rclanc:c!  with 
5  (CFR  1320.10.  Written  c:onnnc!nt.s  and/ 
or  suggestions  rc!garcling  the  items 
c:ontainc!cl  in  this  nc)tic:c!.  (!sj)C!c:ially  the 
CLstimated  j)uhlic;  burden  and  a.ssoc:iatc!d 
resjionse  time,  should  he  clirc!c:tc!cl  to  thc! 
()ffic;c!  of  Management  and  Budget. 
Office  of  Information  and  Rc!gnlatc)rv 
Affairs.  Attention  Dc!j)artmc!nt  of  Justic:c! 
Dc!sk  Offic:er,  Washington.  D(i  20503. 
Additionally,  c;c)nnnents  may  he 
suhinittcul  to  OMB  via  fac:.simile  to  (202) 
395-7285. 

Written  commemts  and  suggccstions 
from  the  jinhlic:  and  affc!c:ti!cl  agc!nc:ic!s 
c;onc:c!rning  the  jirojioscxl  c:ollc!c:tic)n  of 
information  are  encouraged.  Your 
cjonnnents  should  addrexss  one  or  more 
of  the  following  four  jioints: 

•  Evaluate  whc!thc!r  the  jirojio.sed 
c:ollc!c:tion  of  information  is  nec:es.sary 
for  the  jji'oper  j)c!rfc)rmanc:c!  of  the 
func:tions  of  the  agc!nc:y.  inc:lucling 
whether  the  information  will  have 
j)rac:tic;al  utilitv: 

•  Evaluate!  the  ac:c:urac:v  of  the 
agc!nc:ic!S  cLstimate  of  the  burden  of  the 
ju’ojio.sed  c;ollc!c;tion  of  information, 
including  the  valiclitv  of  the 
methodology  and  assumjitions  used: 

•  Eidianc:c!  the  cjuality.  utility,  and 
c:Iarity  of  the  information  to  he 
c:ollc!ctc!cl:  and 

•  Minimize  the  burden  of  the 
c:c)llc!c:tion  of  information  on  those  who 
are  to  resjiond,  inc:lucling  through  the 
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use  of  appropriate  automated, 
el(H:tronic.  mechanical,  or  oth(!r 
teclmological  collection  techniciues  or 
olh(!r  forms  of  information  technology, 
e.g..  juninitting  (dectronic  submission  of 
res])onses. 


Datiid:  I’ehnmrv  2013. 

)«!iTi  Murray, 

Di'])arinnuU  CAiHirnnci'  Officer.  PHA.  IJnittuI 
Sl(il(‘s  Di'inirtnwnt  of  Justice. 

IKK  Doc.  2(n:i-(l2a7()  Kilial  2-7-13;  8:4.')  imi| 
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propo.sed  collection  of  information, 
including  the  validity  of  the 
methodology  and  assum])tions  used; 

•  Enhance  the  (juality.  utility,  and 
clarity  of  the  information  to  be 
collected:  and 

•  Minimize  the  burden  of  the 
collection  of  information  on  tho.se  who 
are  to  respond,  including  through  the 
use  of  a])])ro])riate  automated, 
electronic,  mechanical,  or  other 
technological  collection  technicpies  or 
other  forms  of  information  technologv, 
e.g.,  permitting  electronic  submission  of 
responses. 

Overview  of  This  Information 
Collection  1117-0008 

(1)  Tvpu  of  Infoimotion  Colloction: 
Extension  of  a  currently  apjiroved 
collection. 

(2)  Title  oftim  Forw/Collection: 
Application  for  Procurement  Quota  for 
Controlled  Substam:es  and  Ephedrine, 
Pseudoej)hedrine.  and 
Phenyli)ropanolamine  (DEA  Form  2.'j{)). 

(3)  Agenev  form  number,  if  any,  and 
the  applicable  component  of  the 
department  sponsoring  the  collection: 
llEA  Form  2.‘){).  Office  of  Diversion 
Control,  Drug  Enforcement 
Admini.stration,  De])artment  of  justice. 

(4)  Affected  public  who  will  be  asked 
or  re(]idred  to  res})ond.  as  well  as  a  brief 
abstract: 

Primary:  Business  or  other  for-profit. 

Other:  None. 

Abstract:  21  II.S.C.  820  and  21  tiFR 
1303.12  and  131. 0.32  requin;  that  II.S. 
companies  who  desire  to  use  any  liasic 
class  of  controlled  substances  li.sted  in 
Schedule  1  or  II  or  the  List  I  chemicals 
e])hedrine,  pseudoejdiedrine,  and 
phenylpropanolamine  for  ])urposes  of 
manufacturing  during  the  next  calendar 
year  shall  apply  on  DEA  Form  2.00  for 
procurement  (juota  for  such  class  or  List 
1  chemical. 

(.0)  An  estimate  of  the  total  number  of 
respondents  and  the  amount  of  time 
estimated  for  an  average  respondent  to 
resi)ond:  DEA  estimatexs  that  each  form 
takes  '/v  hour  to  com])lete.  DEA 
estimates  that  410  individual 
res])ondent.s  will  respond  to  this  form. 
DEA  e.stimates  that  2.710  responses  are 
received  annuallv. 

(0)  /\;?  estimate  of  the  tot(d  public 
burden  (in  hours)  associated  with  the 
collection: 'Vhe  total  ])uhlic  burden  for 
this  c;ollection  is  1,3.08  hours  annuallv. 

If  additional  information  is  recinired 
contact:  jerri  Murray.  Department 
Clearance  Officer,  Policy  and  Planning 
.Staff,  justice  Management  Division, 
D(5])artment  of  justice.  Two  Con.stitntion 
.Sciuare.  14.0  N  .Street  NE.,  Room  3\V- 
14()7B,  Washington,  DC  20.030. 


Overview  of  This  Information 
Collection  1117-0008 

(Ij  Type  of  In  formation  Ool lection: 
Extension  of  a  curnmtly  approval 
collection. 

(2)  Title  of  the  Form/CoUection: 
Application  for  Individual 
Manufacturing  Quota  for  a  Basic  (Mass 
of  (Controlled  Substance  and  for 
Ephedrine,  P.seudoephedrine.  and 
Phenylpropanolamine  (DEA  Form  189}. 

(3)  Agency  form  number,  if  any.  and 
the  ai}j)licable  cominment  of  the 
department  of  Justice  sponsoring  the 
collection:  l’'orm  Number:  DEA  Form 
189.  Office  of  Diversion  (Control.  Drug 
Enforcement  Administration. 

Department  of  jn.stice. 

(4)  Affected  jjubiic  who  will  be  asked 
or  required  to  resjiond,  as  well  as  a  brief 
abstract:  Primary:  Bnsine.ss  or  other  for- 
profit. 

Other:  None. 

Ab.stract:  21  ll.S.fC.  828  and  21  (CFR 
1303.22  and  131. '>.22  rciqiiire  that  any 
pmson  who  is  regi.stered  to  manufacture 
any  basic  class  of  controllerl  substances 
listed  in  .Schedule  1  or  II  and  who 
desires  to  manniac:tnre  a  (|nantity  of 
such  class,  or  who  desires  to 
manufacture  using  the  List  1  chemicals 
ephedrine.  j)sendoephedrine.  or 
j)henyl|)roj)anolamine.  mu.st  apply  on 
i)EA  Form  189  for  a  manufacturing 
(juota  for  such  (]nantitv  of  such  class  or 
List  I  chemical. 

(.3)  An  estimate  of  the  total  number  of 
ivsjmndents  and  the  amount  of  time 
estimated  for  an  average  resjnmdent  to 
msjmnd:  DEA  estimatixs  that  (xich  form 
takes  ()..“!  hours  (30  minutes)  to 
com])lete.  In  total.  33  firms  submit  841 
responses,  with  each  response  taking  O..") 
hours  (30  minutes)  to  complete,  'fliis 
results  in  a  total  public  burden  of  320..') 
hours  annuallv. 

(()}  An  estimate  of  the  tot(d  jnddic 
burden  (in  hours)  associated  with  the 
collection:  In  total.  33  firms  submit  841 
nisponses,  with  (lach  respon.se  taking  O..*) 
hours  (30  minutes)  to  comphite.  This 
results  in  a  total  public  burden  of  320..') 
hours  annually. 

If  additional  information  is  re(jnired 
contact:  jerri  Murray.  Diiparlment 
(Clearance  Officer.  Policy  and  Planning 
.Staff,  jn.stice  Management  Division. 
De))artment  of  justice,  'I'wo  (Con.stitntion 
.Stjiiare.  14.')  N  .Street,  NE..  Room  3\V- 
1407B,  Washington.  D(C  20.')30. 


DEPARTMENT  OF  JUSTICE 

Drug  Enforcement  Administration 

(OMB  Number  1117-0008] 

Agency  Information  Collection 
Activities;  Proposed  Collection; 
Comments  Requested:  Application  for 
Procurement  Quota  for  Controlled 
Substances  and  Ephedrine, 
Pseudoephedrine,  and 
Phenylpropanolamine 

action:  3()-day  notice. 

The  Department  of  jn.stice  (DOj),  Drug 
Enforcement  Admini.stration  (DEA)  will 
he  submitting  the  following  information 
collection  recjiiest  to  the  Office  of 
Manageimmt  and  Budget  (OMB)  for 
review  and  a|)i)roval  in  accordance  with 
the  Pa])erwork  Reduction  Act  of  199.'). 
Th(!  proj)osed  information  collection  is 
|)nbli.shed  to  obtain  comments  from  the 
public  and  affectcul  agimcies.  This 
proi)osed  information  collection  was 
previously  |)ul)lished  in  the  Federal 
Register  Volume  77.  Number  233.  page 
71832  on  December  4,  2012,  allowing 
for  a  (it)  day  comment  period. 

'I'he  pur])ose  of  this  notice  is  to  allow 
for  an  additional  30  (lavs  for  public 
comment  until  March  11. 2013.  This 
proce.ss  is  conducted  in  accordance  with 
.'■)  CFR  1320.10. 

Written  comments  and/or  suggestions 
rcigarding  the  items  contained  in  this 
notice,  especially  the  estimated  public 
burden  and  associated  response  time, 
should  be  directed  to  the  Office  of 
Management  and  Budget,  Office  of 
Information  and  Regulatory  Affairs, 
Attention  Departnumt  of  justice  Diisk 
Officer,  Washington,  DO,  20.')03. 
Additionally,  comments  mav  he 
submitted  to  OMB  via  facsimile  to  (202) 
39.'')-728.'). 

Written  comments  and  suggestions 
from  the  public  and  affected  agencies 
concerning  the  pro|)osed  colhiction  of 
information  an;  encouraged.  Your 
comments  should  address  one  or  more 
of  the  following  four  i)oints: 

•  lA’alnate  whether  the  j)roposed 
collection  of  information  is  nece.ssarv 
for  the  i)roper  performance  of  the 
functions  of  the  agency,  including 
whether  the  information  will  have 
practical  utility: 

•  Evaluate  the  accuracy  of  the 
agmicies  estimate  of  the  burden  of  the 
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)j;rri  Murray, 

Dajnirtmont  (Jhuimnca  Olficar.  PliA.  I  hiitt'd 
Stdios  Ddinirlmcnl  ofliisticd. 

|1'K  Doc.  20i:)-02(i77  I’ilod  2-7-i:t:  am| 
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DEPARTMENT  OF  JUSTICE 

Drug  Enforcement  Administration 

[OMB  Number  1117-0033] 

Agency  Information  Collection 
Activities;  Proposed  Collection; 
Comments  Requested:  Report  of  Mail 
Order  Transaction 

action:  30-(lay  notice. 

'Die  Department  of  Justice  (D(J|).  Drug 
Enforcement  Admini.stration  (DEA),  will 
be  submitting  the  following  information 
collection  request  to  the  Office  of 
Management  and  Budget  (OMB]  for 
review  and  ajiproval  in  accordance  with 
the  Paperwork  Reduction  7\ct  of  IHU.'i. 
The  ]n'o])o.sed  information  c:ollection  is 
inihlished  to  obtain  comments  from  the 
])nhlic  and  affected  agencies.  This 
proposed  information  collection  was 
])reviously  published  in  the  Federal 
Register  Volume  77.  Numher  23(i,  Jiage 
7.3().'>2,  on  December  7.  2012.  allowing 
for  a  ()0-dav  comment  ])eriod. 

The  purpose  of  this  notice  is  to  allow 
for  an  additional  30  days  for  public 
comment  until  March  11. 2013.  This 
process  is  conducted  in  accordance  with 
5  CFR  1320.10.  Written  comments  and/ 
or  suggestions  regarding  the  items 
contained  in  this  notice,  especially  the 
estimated  public  burden  and  a.ssocaated 
response  time,  should  he  directed  to  the 
Office  of  Management  and  Budget. 
Office  of  Information  and  Regulatory 
Affairs,  Attention  Department  of  Jnstice 
Desk  Officer,  Washington,  DC  20.103. 
Additionally,  comments  may  he 
submitted  to  OMB  via  facsimile  to  (202) 
30.1-728.1. 

Written  comments  and  suggestions 
from  the  ])nhlic  and  affected  agencies 
c:oncerning  the  proposed  collection  of 
information  are  encouraged.  Your 
comments  should  addre.ss  one  or  more 
of  the  following  four  points: 

•  Evaluate  whether  the  ])roposed 
collection  of  information  is  neces.sary 
for  the  proper  ])erformance  of  the 
functions  of  the  agency,  im:luding 
whether  the  information  will  have 
practical  utility; 

•  Evaluate  the  accuracy  of  the 
agencies  estimate  of  the  burden  of  the 
proj)o,sed  collection  of  information, 
including  the  validity  of  the 
methodologv  and  a.ssum|)tion.s  used: 


•  Enhance  the  rpiality,  ntilitv,  and 
clarity  of  the  information  to  he 
collected:  and 

•  Minimize  the  burden  of  the 
collection  of  information  on  tho.se  who 
are  to  respond,  including  through  the 
use  of  apjiropriate  automated, 
electronic.  mec:hanical,  or  other 
technological  collection  technicpies  or 
other  forms  of  information  teclmologv, 
e.g..  ])ermitting  electronic  suhmi.ssion  of 
responses. 

Overview  of  Information  (Collection 
1117-0033 

(1)  Typd  of  Information  C.oUocAion: 
[•extension  of  a  currently  aj)proved 
c;olleclion. 

(2)  ntlo  oftim  Fonn/Colloction: 

Rei)ort  of  Mail  Order  Transac;tion. 

(3)  Agency  form  mimber.  if  any.  and 
the  applicable  component  of  the 
Depaiiment  of  Justice  sponsoring  the 
collection:  Form  Numher:  none;  Office 
of  Diversion  Control,  Drug  Enforcement 
y\dministration.  Department  of  Instice. 

(4)  Affected  public  who  will  he  asked 
or  reqnired  to  respond,  as  well  as  a  brief 
abstract: 

Primary:  Business  or  other  for-|n'ofit. 

Ot/je/v  Not-for-Profit  Institutions; 

.State,  Local  or  Tribal  Covernment. 

Abstract:  The  (;om])rehensive 
Methamphetamine  (Control  Act  of  1098 
(Pill).  L.  104-237)  (M(CA)  amended  the 
(Controlled  .Substances  Act  to  reijuire 
that  each  regulated  person  who  engages 
in  a  transaction  with  a  non-regnlated 
person  which  involves  ephedrine, 
]).sendoephedrine,  or 
phenylpropanolamine  (including  drug 
jiroducts  containing  these  chemicals) 
and  uses  or  attempts  to  u.se  the  Postal 
Service  or  any  ])rivale  or  commercial 
carrier  shall,  on  a  monthly  basis,  submit 
a  report  of  each  such  tran.saction 
conducted  during  the  previous  month  to 
the  Attorney  (General. 

(1)  An  estimate  of  the  total  number  of 
respondents  and  the  amount  of  time 
estimated  for  an  average  respondent  to 
respond:  It  is  e.stimated  that  there  are  11 
total  res])ondent.s  for  this  information 
collection;  three  (3)  for  paper  form  at  1 
hour  for  each  respon.se;  and  eight  (8)  via 
electronic  mail  at  11  minutes  per  form, 
all  of  which  report  monthly.  The  total 
annual  burden  is  (H)  hours  (38  hours  for 
paper  forms  and  24  hours  for  electronic 
forms). 

(8)  An  estimate  of  the  total  pnblic 
harden  (in  hoars)  associitted  with  the 
collection:  It  is  estimated  that  there  are 
80  annual  burden  hours  as.sociated  with 
this  collection. 

If  additional  information  is  required 
i:ontact:  Jerri  Murray.  Dejiartment 
Clearance  Officer,  United  States 
Department  of  Justice,  Justice 


Management  Division,  Policy  and 
Planning  Staff,  Two  ('.on.stitution 
.S(|uare.  141  N  .Street  NE.,  Room  3W- 
140711,  Washington,  D(i  20130. 

Datad:  l•’(!l)|■uarv  .1.  201  :i. 

)erri  Murray, 

Department  (Clearance  Officer  for  Pit  A.  V.S. 
Department  oj  Justice. 

IKK  Ddc.  201:1-11287.’)  Filad  2-7-i:i:  8:4.'')  iun| 
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LEGAL  SERVICES  CORPORATION 

Sunshine  Act  Meeting  Notice 

DATE  AND  TIME:  The  Legal  Services 
(iorjiorat ion’s  Institutional 
Advancement  Committee  will  meet 
telephonically  on  February  13,  2013. 

The  meeting  will  commence  at  4:00 
p.m..  Eastern  Standard  Time  (E.ST),  and 
will  continue  until  the  conclusion  of  the 
Committee’s  agenda. 

LOCATION:  F.  William  Mcfialjiin 
(Conference  Center,  Legal  .Services 
("orporation  Headtjuarters,  3333  K  .Street 
NW.,  Washington.  DC  20007. 

STATUS  OF  meeting:  Closed.  l]})on  a  vote 
of  the  Board  of  Directors,  the  meeting 
may  he  closed  to  the  |)uhhc  to  receive 
a  presentation  on  and  to  discuss 
prospective  funders  for  L.SfC’s 
develo])ment  activities  and  40th 
anniver.sarv  celebration. 

A  verbatim  written  tran.scri])t  will  he 
made  of  the  clo.sed  session  of  the  Board 
and  In.stitntional  Advancement 
(Committee  meetings.  The  transcript  of 
anv  j)ortion.s  of  the  closed  session 
falling  within  the  relevant  provisions  of 
the  Covernment  in  the  Sunshine  Act,  1 
II.S.CC.  §112h(c)(9)  will  not  he  available 
for  public  iiisjiection.  A  copy  of  the 
Ceneral  Counsel’s  Certification  that,  in 
his  opinion,  the  closing  is  authorized  hy 
law  will  he  available  upon  request. 

Matters  To  Be  (Considered 

1.  Pre.sentation  on  and  di.scussion  of 
pro.s])ective  funders  for  L.S(C’s 
development  activities  and  4()th 
anniversary  celebration 

2.  Consider  and  act  on  adjournment  of 
meeting 

CONTACT  PERSON  FOR  INFORMATION: 

Katherine  Ward.  Executive  Assistant  to 
the  Vice  President  K  Ceneral  Coim.sel,  at 
(202)  29.1-1828.  Qne.stions  may  he  sent 
hv  electronic  mail  to 
Pl{_\’()TI(:FQUFSTl()\’S@lsc.gov. 
ACCESSIBILITY:  L.S(C  conqilies  with  the 
Americans  with  Disabilities  Act  and 
.Section  104  of  the  1973  Rehabilitation 
Act.  Upon  request,  meeting  notices  and 
materials  will  he  made  available  in 
alternative  formats  to  accommodate 
individuals  with  disabilities. 
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Individuals  who  need  other 
acconnnodations  due  to  disahility  in 
order  to  attend  the  meeting  in  person  or 
tele|)honicallv  should  contact  Atitava 
Rok.  at  (202)  kofi-l.lOO  or 
/'7?_AYr/7ai_Qr/i.S770.V.smsc.gfM'.  at 
least  2  husine.ss  days  in  advance  ol  the 
meeting.  If  a  nujiKi.st  is  made  without 
advance  notice.  LS(1  will  make  ev(!rv 
effort  to  accommodate  the  re(|uest  hut 
cannot  guarantee  that  all  retiuests  can  h(! 
fulfilled. 

DiilcHl;  l’(!l)i  nary  (i.  201 

Kara  Waril, 

Assistant  Gvnaral  Gonnsal. 

IFR  Doc.  2(n;t-():H)li7  I'ilod  -1:15  pm) 
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MERIT  SYSTEMS  PROTECTION 
BOARD 

Notice  of  Opportunity  To  File  Amicus 
Briefs 

agency;  Merit  Systems  Protection 
Hoard. 

action:  Notice. 

summary:  rhe  Merit  Systems  Protection 
Hoard  (MSPH  or  Hoard)  announces  the 
op|)ortnnity  to  file  amicus  hriefs  in  the 
matter  of  Thomas  T.  Day  v.  Dapartmont 
ofHonwIand  Socurilv.  MSPH  Docket 
Numh(;r  SF-1 221-1 2-().'128-\V-1 . 
currently  pending  hefore  the  Hoard  on 
interlocutory  append.  The  admiid.stralive 
judge  certilhid  for  interlocntorv  review 
the  (piestion  of  whether  the  provisions 
of  the  Whistlehlower  Protection 
Knhancement  Act  of  2012  (WPEA).  112 
Public  Law  100.  may  he  ajijilied 
retroactively  to  pending  cases  involving 
conduct  occurring  prior  to  its  effective 
date. 

Of  ])articular  relevance  in  Day  is  the 
(juestion  of  the  retroactive  effect  of 
section  1()1(1))(2)(H)  of  the  WPEA,  which 
provides  in  relevant  part  that  a 
disclosure  made  to  an  alleged 
wrongdoiir  or  during  an  emjjloyee's 
normal  course  of  duties  is  not  excluded 
from  jjrotection  against  rei)ri.sal  under  .'I 
II..S.C.  2.302(h)(8).  In  Huffman  v.  Offica 
of  Parsoimal  Managamant,  203  F.3(l 
1341.  13.'S2  (Fed.  Cir.  2001).  the  IJ.S. 
(’.ourt  of  ,'\j)|)eals  for  the  Federal  Circuit 
held  that  a  disclosure  made  as  ])art  of  an 
emj)lovee's  normal  duties,  and  through 
normal  channels,  was  not  protected 
under  the  Whistleblower  Protection  Act 
(WPA).  The  court  in  Huffman  further 
held  that  a  com|)laint  made  to  a 
snpervi.sor  regarding  the  supervisor's 
own  alhiged  wrongdoing  was  not 


Stilus  y.  Depavimani  of  Homeland 
Sacarity.  110  M.S.P.R.  203,  li  l.'i  (2011). 
Therefore,  the  Hoard  must  determine  in 
Day  whether  to  apply  the  WPEA 
standard  or  the  Huffman  .standard  in 
d(;termining  whether  di.sclosures  that 
occurred  iirior  to  tin;  effective  datii  of 
the  WPEA  are  entitled  to  ])rotection. 
information  about  the  /lav  case  and  the 
WPEA  may  he  found  on  the  Hoard’s 
Wiih  site  at  ww’w.msph.goy/ 
Significantdasas. 

Interested  individuals  or 
organizations  may  submit  amicus  hriefs 
or  other  comments  on  the  (piestion 
])r(5senled  in  /)a\'no  later  than  March  1. 
2013.  Amicus  hriefs  must  he  fil(!d  with 


exccMul  30  ])ages  in  length.  The  text  shall 
h(!  douhle-spaced.  (;xce])t  for  (juotations 
and  footnotes,  and  the  hriefs  shall  he  on 
8'/2  by  11  inch  paper  with  one  inch 
margins  on  all  four  sid(\s.  All  amicus 
hriefs  niceived  will  he  po.sted  on  the 
Hoard's  Web  site  at  ww’w.msph.goy/ 
SignificantCasas  aft(!r  March  1. 2013. 

DATES:  All  hriids  submitted  in  r(!S])onse 
to  this  notice  must  Ih;  received  by  the) 
Clerk  of  the  Hoard  on  or  hefore  March 
1. 2013. 

ADDRESSES:  All  hriefs  shall  he  ca])tioned 
'"Thomas  F.  Dayv.  Dopartmont  of 
HomolamI  Sooarity”  and  entitled 
"Amiens  Hrief.”  Only  one  co])y  of  the 
brief  need  he  submitted.  The  Hoard 
encouragexs  interested  parti(;s  to  submit 
amicus  hriefs  as  attachments  to 
(iUictroidc  mail  addressed  to 
mspl)@mspI).goy.  An  email  should 
contain  a  subject  line  indicating  that  the 
submission  contains  an  amicus  hrief  in 
the  /la\' ca.se.  Any  commonly-u.sed  word 
processing  format  or  PDF  format  is 
acc(!ptahle;  text  formats  are  preferable  to 
image  formats.  Hriefs  may  also  Im;  filed 
with  William  D.  Spencru',  Clerk  of  the 
Hoard,  Merit  Syst(;ms  Protection  Hoard, 
101.1  M  .Street  NW..  Washington,  DC 
20410;  Fax  (202) 013-7130. 

FOR  FURTHER  INFORMATION  CONTACT: 

Molly  L(!ck(;v.  Office  of  the  Cilerk  of  the 
Hoard.  Merit  .Systems  Protection  Hoard, 
1011  M  .Street  NW.,  Washington.  IXi 
20410:  (202)  013-7200; 
msph@msph.goy. 

Williiim  1).  SpiMiciM', 

Gli'i  k  aftha  Board. 

H'R  Doc.  2(li;i-(l2«7>l  I'ilitd  2-7-i:i:  a:4,S  nml 
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NATIONAL  ARCHIVES  AND  RECORDS 
ADMINISTRATION 

Information  Security  Oversight  Office 

National  Industrial  Security  Program 
Policy  Advisory  Committee  (NISPPAC) 

AGENCY:  National  Archives  and  Records 
Administration. 

ACTION;  Notice  of  nunUing. 

SUMMARY:  In  accordance  with  the 
Federal  Advisory  Committee  Act  (1 
ll..S.('.  a])])  2)  and  implementing 
regulation  41  C.F’R  1()1-{>, 
announcement  is  made  for  the  following 
committee  meeting  to  di.scuss  National 
Industrial  .Securitv  Program  policy 
mattc^rs. 

DATES:  The  meeting  will  he  held  on 
March  20.  2013  from  10:00  a.m.  to  12:00 
p.m. 

ADDRESSES:  National  Archives  and 
Records  Administration.  700 
Pennsylvania  Avenue  NW.,  Archivi.st’s 
Recej)tion  Room,  Room  101, 

Wa.shington,  DCi  20408. 

SUPPLEMENTARY  INFORMATION:  This 
meeting  will  he  ojien  to  the  public. 
However,  due  to  s])ace  limitations  and 
acce.ss  procedures,  the  name  and 
telephone  number  of  individuals 
Ijlanning  to  attend  must  he  submitted  to 
the  Information  .Security  Oversight 
Office  (AI.SOO)  no  later  than  Friday. 
March  11,  2013.  I.SOO  will  provide 
additional  instructions  for  gaining 
access  to  the  location  of  the  meeting. 

FOR  FURTHER  INFORMATION  CONTACT: 
David  O.  Rest.  .Senior  Program  Analyst, 
I.SOO,  National  Archives  Hnilding,  700 
Pennsylvania  Avenue  NW..  Washington, 
DCi  20408,  telephone  number  (202)  317- 
1123.  or  at  dayid.hast@nai’a.goy.  Contact 
I.SOO  at  IS()()@nara.goy  and  the 
NISPPAC  at  NISPPACMnaia.goy. 

IDiit(!{I;  February  4.  201.3. 

Patrice  Lillie  Murray, 

Acting  Committee  Management  Officer. 

IFR  Doc.  2(n:i-()2K«4  Filed  2-7-i;i:  »:4.'')  ain| 
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NUCLEAR  REGULATORY 
COMMISSION 

[NRC-2011-0081;  Docket  No.  70-3098; 
Construction  Authorization  No.  CAMOX- 
001] 

Shaw  AREVA  MOX  Services,  LLC 
(Mixed  Oxide  Fuel  Fabrication  Facility); 
Order  Approving  Indirect  Transfer  of 
Control  of  Construction  Authorization 

I 

Shaw  AREVA  MOX  .Services,  LLC 
(MOX  Services)  holds  Construction 


protected  under  the  WPA.  Id.  at  1310. 
The  Hoard  has  applied  the  holdings  in 
Huffman  as  binding  precedent.  Saa.  n.g.. 


the  (]lerk  of  the  Hoard.  Hriefs  shall  not 
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Authorization  (CiA)  CiAMOX-OOl  for 
construction  of  a  Mixed  Oxide  (MOX) 
Fuel  Falnication  Inicility  (MFFF)  at  the 
IJ.S.  De|)artinent  of  Energy  (DOE) 
Savannah  River  Site  in  Aiken,  South 
Oarolina. 

II 

By  hitter  dated  August  30.  2012,  as 
supplemented  l)y  letters  dated  October 
1. 2012,  December  20.  2012.  and  )annarv 
10,  2t)13,  and  a  purchase;  transaction 
agreement  dated  Inly  30.  2012  (together, 
the  Transfer  Application),  MOX 
S(;rvices  reepiested  that  the  II.S.  Nuclear 
Regulatory  Commission  (NR(i)  consent 
to  the  pro])o.sed  indirect  transfer  of 
('.onstrnction  Authorization  (“CiA”) 
C;AMOX-001  that  would  he  effected  by 
the  indirec:t  transfer  of  control  of  Shaw 
Environmental  &  Infrastructure,  Inc.’s 
(“Shaw  E&F')  30%  interest,  and  Shaw 
Project  Services  Croup,  EEC's  (“SPSC”) 
40%  interest  in  MOX  Services.  The 
transfer  will  occur  as  a  result  of  the 
purchase  of  Shaw  Ei^I  and  SPSC's 
ultimate  parent  com])any.  The  Shaw 
Crou])  Inc.  (“Shaw"),  by  Chicago  Bridge 
and  Iron  Com])any  NV  ("CBt<il”), 
])nrsnant  to  a  purchase  transaction 
agreement.  MOX  Services  would 
continue  to  hold  the  CA.  lIj)on 
com|)letion  of  the  transaction,  Shaw 
will  become  a  wholly  owned  subsidiary 
of  CBtsil.  Shaw  holds  a  70%  ownershi]) 
interest  in  MOX  .Services  through  its 
subsidiaries.  Shaw  EKl  and  .SP.SC,  In 
addition,  DOE  is  reepdring  that  a  proxy 
agreement  he  established  pursuant  to 
the  jjolicies  didy  authorized  under  the 
National  Industrial  .Security  Program. 
The  proxy  agreement  will  give  control 
of  CB&Fs  interest  in  MOX  .Services  to 
.SP.SC,  as  a  proxy  for  CB&E  .Shaw,  and 
.Shaw  E&I,  in  order  to  insulate  .SPSC  and 
MOX  Servic(;s  from  any  jjotential 
Foreign  Ownershi]).  Control  or 
Influence  (FOCI)  in  order  to  maintain 
the  Facility  .Security  Clearance  held  by 
MOX  .Services.  No  ])hvsical  changes  to 
the  MFFF  are  being  j)ro])osed. 

Api)roval  of  the  indirect  transfer  of 
the  CA  was  recjuested  ])ursuant  to 
.S(;ction  184  of  the  Atomic  Energy  Act  of 
1‘).'54,  as  amended  (AEA)  (42  EI..S.C. 
2234)  and  .Section  70. 38  of  Title  10  of 
the  Cof/e  of  Fodoiol  liogiihitions  (10 
CFR).  A  notice  of  the  retpiest  for 
a])])rovaI  and  opj)ortunity  fora  hearing 
or  to  submit  written  comments  was 
published  in  the  Federal  Register  on 
October  25.  2012  (77  FR  8.')208).  No 
comments  or  recpiests  for  a  hearing  were 
received  in  response  to  this  notice.  The 
Federal  Register  notice  was  corrected 
on  (January  30,  2013;  78  FR  83.')8)  to  fix 
a  tyi)ographical  error. 

Pursuant  to  .Section  184  of  the  AEA, 
no  license  granted  under  the  AEA,  and 


pursuant  to  10  CiFR  70.38,  no  license 
granted  und(;r  10  CFR  part  70,  shall  he 
transferred,  assigned,  or  in  any  manner 
dispos(;d  of,  direc.tly  or  indirectly, 
through  transfer  of  control  ofanv 
license  to  any  |)er.son  unless  the 
Commission,  after  securing  full 
iiddrmation,  finds  that  the  transfer  is  in 
accordance  with  the  provisions  of  the 
AEA,  and  gives  its  consent  in  writing. 
The  (iA  does  not  authorize  MOX 
.Services  to  use  .Special  Nuclear  Material 
at  the  MFFF;  it  only  authorizes  MOX 
Services  to  construct  the  MFFF.  The  CA 
is  analogous  to  a  construction  permit, 
and  it  has  served  as  the  mechanism 
under  which  the  NRC  .staff  has  overseen 
the  MFFF  construction  a(;tivities.  The 
Commission's  regulations  at  10  CFR  2.4, 
define  “licen.se"  as  including  a 
construction  j)ermit.  Therefore,  the  CA 
is  analogous  to  a  licen.se  and  the 
reepurements  of  Section  184  of  the  AEA 
and  10  CFR  70.38  are  aj)plic;ahle  to  this 
action. 

Upon  review  of  the  information 
received  from  MOX  .Services,  and  other 
information  before  the  (iommission,  and 
reiving  uj)on  the  representations  and 
agr(;ement.s  contained  in  the  Transfer 
A])])lication,  the  NRC  staff  finds  that  (1) 
it  has  .secured  full  information  regarding 
the  pro])o.sed  indirect  transfer  of  control 
of  CAMOX-OOl ,  and  (2)  the  ])ropo.sed 
indirect  transfer,  to  the  extent  that  CB8d 
will  ac:(|uire  a  70%  ownership  interest 
in  MOX  .Services  pursuant  to  its 
])lanned  acepusition  of  .Shaw,  as 
described  in  the  Transfer  Ap])lication, 
and  to  the  extent  that  CB&I,  .Shaw,  .Shaw 
E8iE  .SP.SCE  and  MOX  .Services  are  in 
compliance  with  DOE  FOC.I 
reejuirements  for  maintenance  of  the 
MFFF  DOE  Facilitv  .Security  Clearance, 
is  in  ac:cordance  with  the  provisions  of 
the  AEA  of  in.'54,  as  amended. 

The  findings  set  forth  above  are 
suj)j)orted  by  a  .Safety  Evaluation  (.SE) 
dated  january  30,  2013. 

Ill 

Accordingly,  pursuant  to  .Section  184 
of  the  AEA  Act  of  15).'54,  as  amended  and 
.Section  70.38  of  10  (iFR,  it  is  hevebv 
ordorod  that  the  indirect  transfer  of 
cc)ntrol  of  CAMOX-OOl,  as  de.scrihed 
her(;in,  is  api)roved. 

It  is  finihor  ordotvd  that  after  receipt 
of  all  r(;(pured  regulatory  approvals  of 
the  j)ro])osed  indirect  transfer,  MOX 
.Services  shall  inform  the  Director  of  the 
Office  of  Nuclear  Material  Safety  and 
.Safeguards,  in  writing,  of  such  recei])t 
no  later  than  one  (1)  business  dav  i)rior 
to  the  closing  of  the  proj)o.sed  indirect 
transfer.  .Should  the  proi)o.sed  indirect 
transfer  not  he  com])leted  within  80 
davs  from  the  date  of  issuance  of  this 
Order,  the  Order  shall  become  null  and 


void;  however,  on  written  aj)j)lication 
and  for  good  cau.se  shown,  such  date; 
may  he  extended  by  order. 

This  Order  is  effective  upon  issuance. 

For  further  details  with  respect  to  this 
Order,  .see  the  letter  dated  Augu.st  30. 
2012,  as  am(;nded,  (which  can  1)(;  found 
at  Agencywide  Documents  Access  and 
Management  System  (ADAM.SI 
Ac:ce.ssion  Number  ME12243A498). 
Puhlicly-availahle  records  will  he 
acces.sii)le  electroidcallv  from  the 
ADAMS  Public  Electronic  Reading 
Room  on  the  Internet  at  the  NRC  VVeh 
site  htt})://\v\\  \v.]ir(:.gov/r(;ading-ini/ 
odoins.htiiil.  Persons  who  tlo  not  have 
acce.ss  to  ADAMS  or  who  encounter 
])rohlems  in  accessing  the  documents 
located  in  ADAM.S  should  contact  the 
NRC  PDR  R(;ference  staff  hv  telej)hone 
at  1-800-397-4209,  or  301-41. '1-4737  or 
by  email  to  pdi'@nr(:.gov. 

Dat(;(l  at  Rockvilli;.  Maryland  tliis  ;tlst  clay 
of  lamiary  201  ;i. 

l''()r  the  Nii(:l(;ar  Kcigulatory  (Commission. 
Catherine;  Haney, 

Diivctor.  Office  of  Xiiclcar  Miitciicd  Safety 
and  SafeoiKirds. 

IKK  Doc.  2(n:{-n2«7:{  Filed  2-7-i:i:  8:4.1  am| 
BILLING  CODE  7590-01-P 


RAILROAD  RETIREMENT  BOARD 

Agency  Forms  Submitted  for  0MB 
Review,  Request  for  Comments 

SUMMARY:  In  accordance  with  the 
Pajterwork  Reduction  Act  of  199.')  (44 
U..S.(i.  (ihapter  3.')).  the  Railroad 
Retirement  Board  (RRB)  is  forwarding 
an  Information  Collection  Reejuest  (ICR) 
to  the  Office  of  Information  and 
Regnlatorv  Affairs  (OIR.A),  Office  of 
Management  and  Budget  (OMB).  Our 
ICR  describes  the  information  we  seek 
to  collect  from  the  j)uhlic.  Review  and 
ajiproval  by  OIRA  ensures  that  we 
imjiose  approjiriate  jiaperwork  burdens. 

The  RRB  invites  comments  on  the 
propo.sed  collection  of  information  to 
determine  (1)  The  ])ractical  utility  of  the 
collection;  (2)  the  accuracy  of  the 
estimated  burden  of  the  collec.tion;  (3) 
ways  to  enhance  the  {piality,  utility,  and 
clarity  of  the  information  that  is  the 
subject  of  collection;  and  (4)  ways  to 
minimize  tin;  burden  of  collections  on 
r(;.s])ondents,  including  the  u.se  of 
automated  collection  technicpies  or 
other  forms  of  information  technology. 
Comments  to  the  RRB  or  OIRA  must 
contain  the  OMB  control  numher  of  the 
ICR.  For  jiroper  consideration  of  your 
comments,  it  is  best  if  the  RRB  and 
OIRA  receive  them  within  30  days  of 
the  ])uhIication  date. 

.Section  2  of  the  Railroad  Retirement 
Act  (RRA)  provides  for  payment  of 
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disal)ility  annuitie.s  to  (jiialifiod 
eniplovees  and  \vido\v(ors).  The 
establishment  oi  permanent  disability 
for  work  in  the  aj)pli(:ants  “regular 
o(:(;uj)ation’'  or  for  work  in  any  regular 
employment  is  prescribed  in  20  C^FR 
220.12  and  220.13  resjjectiyely. 

The  RRB  utilizes  f’orm  C-2.'jl. 
VocdtioiKil  liaport.  to  obtain  an 
ap])licant's  work  history.  This 
information  is  used  by  the  RRll  to 
determine  the  effect  of  a  disability  on  an 
aj)plicanfs  ability  to  work.  Form  (i-2.'jl 
is  designed  for  use  with  the  RRH's 
tlisahility  benefit  application  forms  and 
is  proyided  to  all  a})plicants  for 
employee  disability  annuitie.s  and  to 
those  applicants  for  a  widow(er)’s 


disability  annuity  who  indicate  that 
they  haye  been  em])loyed  at  some  time. 

(Completion  is  r(uiuir(!d  to  obtain  or 
Hitain  a  Ixinefit.  One  response  is 
r(!(]uested  of  each  respoiuhmt. 

Previous  I{(H]U(!Sis  for  (Co/junenks;  The 
RRH  has  alreaily  puhlisluid  the  initial 
(iO-day  notice  (77  FR  (j33.')8  on  October 
It),  2(jl2)  nujuired  by  44  D.S.O. 
3!)()()(c)(2).  That  recpiest  (dicited  no 
comments. 

Information  (Collection  Request  (KCK) 

Title:  Vocational  Report 

OMB  (Jontrol  Niiiuher:  3220-0141 

Foriu(s)  subniittecl:  0-2,')! 

Type  of  request:  Extension  without 
change  of  a  currently  approyed 
colleOion 


Affected  public:  Indiyiduals  or 
1  lous(!holds 

Abstract:  .Section  2  of  tin;  Railroad 
Retirement  Act  proyides  for  the 
payment  of  disability  annuities  to 
(jualified  employees  and  widow{er)s.  In 
order  to  determine  the  effect  of  a 
disability  on  an  annuitant’s  ability  to 
work,  the  RRB  needs  the  applicant's 
work  history.  The  collection  obtains  the 
information  needed  to  determine  their 
ability  to  work. 

(Changes  proposed:  The  RRB  ])roi)oses 
no  changes  to  Form  (;-2.')l. 

The  burden  estinuite  for  the  ICB  is  us 
follows: 


Form  No. 

Annual 

responses 

Time 

(minutes) 

Burden 

(hours) 

G-251  (with  assistance)  . 

G-251  (without  assistance)  . 

Total  . 

5,730 

270 

30 

40 

2,865 

180 

6,000 

3,045 

Additional  Information  or  (Comments: 
(A)pi(!.s  of  the  forms  and  supporting 
documents  can  he  ohtaimul  from  Dana 
Ilit;kman  at  (312)  7.')l-4tmi  or 
nana.Hickman@IUUi.(i()V. 

(Comments  regarding  the  information 
collection  should  be  addressed  to 
(Charles  Mierzwa.  Railroad  Retirement 
Board.  844  North  Rush  .Street.  (Chicago, 
Illinois.  ()()()!  1-205)2  or 
(diarles.Mier/.wa<(l:BBB.(i()V  and  to  the 
OMB  D(!sk  Officer  for  the  RRB.  Fax; 
202-35).')-()5)74.  Email  address: 

OIB  A_Subinission@oinb.eop.gov. 

(Charles  Mier/.wa, 

(iliiel  of  Informotion  Besoiirces  Moiuigenienl. 
IFK  Doc.  2()i;{-()2«.")(i  Kil(!(l  2-7-i:»:  K:4.'j  am) 
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SECURITIES  AND  EXCHANGE 
COMMISSION 

[OMB  Control  No.  3235-0378,  SEC  File  No. 
270-332] 

Submission  for  OMB  Review; 
Comment  Request 

Upon  Written  Be(]uest  Uoj)ies  Available 
Prom:  .Securities  and  Exchange 
(Commission.  Office  of  Inyestor 
Education  and  Adyocacy, 
Washington,  IXC  2().')45)-0213. 

Pxlension : 
i•■()rm  I’-B. 

Notice  is  hercihy  giyen  that,  pursuant 
to  the  Paperwork  Reduction  Act  of  15)5).') 
(44  l)..S.(C.  3.501  et  secj.).  the  .Securities 
and  Exchange  (Commission 
(“(Commission")  has  suhmittcul  to  the 


Office  of  Managmnent  and  Budg(!t  this 
re(iuest  for  extimsion  of  the  preyiously 
approyed  collection  of  inibrmation 
discai.ssed  below. 

1‘orm  F-8  (17  (C1‘R  235).38)  may  In; 
used  to  regi.ster  securities  of  certain 
(Canadian  issuers  under  the  .Securities 
Act  of  15)33  (1.5  ll.S.fC.  77a  et  seq.)  that 
will  he  u.sed  in  an  exchange  offer  or 
business  combination.  The  information 
collected  is  intended  to  ensure  that  the 
informatic)!!  nKpiired  to  he  filed  by  the 
(Commission  permits  yerification  of 
comj)liance  with  securities  law 
riKjuirements  and  assures  the  public 
ayailahility  of  such  information.  The 
information  proyided  is  mandatory  and 
all  information  is  made  ayailahle  to  the 
|)ul)lic  upon  recpiest.  We  estimate  that 
Form  F-8  takes  ajiproximately  one  hour 
per  res])onse  to  prejiare  and  is  filed  by 
approximately  10  respondents.  We 
e.stimate  that  2.5%  of  one  hour  jier 
res])on.se  (1.5  minutes)  is  pre})ared  by  the 
comjiany  for  a  total  annual  re])orting 
burden  of  3  hours  (1.5  minutes/OO 
minutes  jier  response  x  10  responses  = 
2.5  hours  rounded  to  3  hours). 

An  agency  may  not  f;ondu(  t  or 
sponsor,  and  a  jierson  is  not  recpiired  to 
respond  to.  a  collection  of  information 
unless  it  di.s])lay.s  a  currently  yalid 
control  number. 

The  ])uhlic  may  yiew  the  background 
documentation  for  this  information 
collection  at  the  following  Web  site, 
www.reginfo.gov.  (Comments  should  he 
directed  to:  (i)  Desk  Officer  for  the 
.Securities  and  Exchange  (Commission. 
Office  of  Information  and  Regulatory 
Affairs,  Office  of  Management  and 


Budget,  Room  10102,  New  Executiye 
Office  Building,  Washington.  D("  20503, 
or  by  sending  an  email  to: 
Sbagufta_Abmed@omb.eo}}.gov:  and  (ii) 
Thomas  Bayer,  Director/Ohief 
Information  Officer.  .Securities  and 
i'Cxchange  (Commission,  c/o  Remi  Paylik- 
.Siinon,  0432  (Ceneral  (Creen  Way. 
Alexandria.  VA  22312  or  send  an  email 
to:  PBy\_M(n lbox@sec.gov.  (Com ments 
must  he  submitted  to  ()MB  within  30 
days  of  this  notice. 

Dalcid:  ^’{;l)n^ary  4.  20)3. 

Kevin  M.  ()'Nc:ill, 

Deputy  Secrt'tury. 

il-R  Ooc.  2(n:i-()2«4<)  I'iliKl  2-7-i;C;  «:4.')  am| 
BILLING  CODE  8011-01-P 


SECURITIES  AND  EXCHANGE 
COMMISSION 

[OMB  Control  No.  3235-0120,  SEC  File  No. 
270-108] 

Submission  for  OMB  Review; 
Comment  Request 

lJ})on  Written  Bequest  Copies  Avcnlable 
From:  .Securities  and  Exchange 
(Commission,  Office  of  Inyestor 
I'Cducation  and  Adyocacy, 
Washington.  IXC  2().545)-()213. 

Fxliursion: 

Form  18-K. 

Notice  is  hereby  giyen  that,  pursuant 
to  the  Pa])erwork  Reduction  Act  of  15)5)5 
(44  II.S.(C.  3501  et  se(].),  the  .Securities 
and  Exchange  (Commission 
(“(Commi.ssion”)  has  submitted  to  the 
Office  of  Management  and  Budget  this 


9434 


Federal  Register / Vol.  78,  No.  27/Friday,  February  8,  2013 / Notices 


rctiuest  for  extension  of  the  previously 
a])i)rove(l  collection  of  information 
discussed  below. 

Form  18-K  (17  CFR  24‘).:n8)  is  an 
annual  report  form  used  by  foreign 
governments  or  political  subdivisions  of 
foreign  governments  with  securities 
listed  on  a  United  States  exchange.  'I’be 
information  to  be  collected  is  intended 
to  ensure  the  adeiiuacy  of  information 
available  to  investors  in  the  registration 
of  securities  and  assures  public 
availability.  The  information  provided 
is  mandatory.  Form  18-K  is  a  public 
document.  Wo.  estimate  that  F’orm  18-K 
takes  approximately  8  hours  to  prejxne 
and  is  filed  by  a])proximately  40 
respondents  for  a  total  annual  reporting 
burden  of  320  hours. 

An  agency  may  not  conduct  or 
sponsor,  and  a  person  is  not  recjuired  to 
respond  to,  a  collection  of  information 
imle.ss  it  displays  a  currently  valid 
control  number. 

The  public  may  view  the  background 
documentation  fortius  information 
collection  at  the  following  Web  site. 
w'wiv. roginfn.gov.  Comments  should  be 
directed  to:  (i)  Desk  Officer  for  the 
.Securities  and  Exchange  Commission. 
Office  of  Information  and  Regulatory 
Affairs.  Office  of  Managcmumt  and 
Budget,  Room  10102,  New  Executive 
Office  Building,  Washington,  IXi  205t)3, 
or  by  sending  an  email  to: 
Shagiift(i_AIiino(i@onih.o()p.go\':  and  (ii) 
I'bomas  Bayer.  Director/C.bief 
Information  Officer.  Securities  and 
Exchange  ('.onunission,  c/o  Remi  Bavlik- 
.Simon.  0432  Ceneral  (been  Way. 
Alexandria.  VA  22312  or  send  an  email 
to:  PR/\_M(iilhox@soc.gov.  (iomments 
niiKst  be  submitted  to  OMB  within  30 
days  of  this  notice. 

Dated:  l''el)ruarv  4.  2013. 

Kevin  M.  O’Neill, 

Daputv  Sacrolarv. 

|FK  Doc.  Ulod  2-7-i;i:  !i:45  ami 

BILLING  CODE  8011-01-P 


SECURITIES  AND  EXCHANGE 
COMMISSION 

[OMB  Control  No.  3235-0382,  SEC  File  No. 
270-339] 

Submission  for  OMB  Review; 
Comment  Request 

lJj}on  Writ  ton  liocjiio.st  Copios  Avnilahlo 
From:  Securities  and  Exchange 
('onunission.  Office  of  Investor 
Education  and  Advoi:acy, 
Washington,  DC  20.'54n-021 3. 


(44  l).S.(].  3.')01  ot  so(].),  the  Securities 
and  Exchange  ('onuni.ssion 
(“(k)mmission”)  has  submitted  to  the 
Office  of  Managianent  and  Budget  this 
re(jnest  for  extension  of  the  previonslv 
ap])roved  collection  of  information 
discu.ssiul  below. 

Schedule  14D-UF  (17  CFR  240.14(1- 
103)  under  the  Securities  Exchange  Act 
of  1034  (15  IJ.S.C.  78  ot  soep)  is  used  by 
any  fonagn  private  issuer  incorporated 
or  organized  under  the  laws  of  Canada 
or  by  any  director  or  officer  of  such 
issuer,  where  the  issuer  is  the  subject  of 
a  cash  tender  or  exchange  offer  for  a 
class  of  securities  filed  on  Schedule 
14D-1F.  The  information  nupiired  to  be 
filed  with  the  (Commission  is  intended 
to  pw'init  verification  of  compliance 
with  the  .s(?ciiriti(;s  law  reejuirements 
and  a.ssures  the  public  availability  of 
such  information.  The  information 
jjrovided  is  mandatory  and  all 
information  is  made  available  to  the 
])ublic  upon  recpiest.  Wo  (estimate  that 
.Schedule  14D-9F'  takes  approximately  2 
hours  ])er  resjionse  to  ])re])are  and  is 
filed  by  approximately  8  respondents 
annually  for  a  total  reporting  burden  of 
12  hours. 

An  agency  may  not  conduct  or 
s])onsor,  and  a  penson  is  not  unpiired  to 
respond  to,  a  coll(!Ction  of  information 
imle.ss  it  displays  a  cnrrentlv  valid 
control  number. 

The  public  may  view  the  background 
documentation  for  this  information 
collection  at  the  following  Web  site, 
WWW. login fo.gov.  (Comments  should  be 
directed  to:  (i)  Desk  Officer  for  the 
Securities  and  Exchange  Commission, 
Office  of  Information  and  Regulatory 
Affairs,  Office  of  Management  and 
Budget,  Room  10102,  New  Executive 
Office  Building,  Washington,  DC  20503. 
or  by  .sending  an  email  to: 

Shagnf to _Ahino(i@onib. oop.gov:  and  (ii) 
'rboinas  Bayer,  Diriictor/Cbief 
Information  Officer.  .Securities  and 
Exchange  (Commission,  c/o  Remi  Bavlik- 
.Simon,  0432  Ceneral  Creen  Wav, 
Alexandria,  VA  22312  or  send  an  email 
to:  FHA_M(iill)o.\@so(:.gov.  (Commimts 
must  be  submitted  to  OMB  within  30 
(lavs  of  this  notice. 

Dated:  I'’el)niar\’  4,  2013. 

Kevin  M.  O’Neill, 

IJoiiiity  Socrotory. 

|I  K  Doc.  2()i;i-()2».'U  l•'ileci  2-7-1 .3;  iini| 
BILLING  CODE  8011-01-P 


SECURITIES  AND  EXCHANGE 
COMMISSION 


[OMB  Control  No.  3235-0109,  SEC  File  No. 
270-116] 

Submission  for  OMB  Review; 

Comment  Request 

Upon  Writton  Roqnost  Copios  Avoiloblo 

From:  .Securities  and  Exchange 

(Commission.  Office  of  Investor 

Education  and  Advocaev. 

Washington.  D(C  20549-0213. 
Exlinisions: 

Rule  1 2(11-3. 

Notice  is  hereby  given  that,  juirsnant 
to  the  Paperwork  Reduction  Act  of  1995 
(44  II.S.(C.  3501  ot  soq.),  the  .Securities 
and  E.xcbange  (Commission 
(“Commission”)  has  submitted  to  the 
Office  of  Management  and  Budget  this 
r(!(pie.st  for  extension  of  the  previously 
approved  collection  of  information 
discussed  below. 

Exchange  Act  Rule  12(11-3  (17  CFR 
240.12(11-3)  re(]uires  a  certification  that 
a  security  has  been  ajiproved  bv  an 
exchange  for  listing  and  registration 
pursuant  to  .Section  12((1)  of  the 
.Securities  Exchange  Act  of  15)34  (15 
U.S.fC.  78l((l))  to  be  filed  with  the 
Commission.  The  information  nupiired 
under  Ride  12(11-3  must  be  filed  with 
the  (Commission  and  is  publicly 
available.  We  e.stimate  that  it  takes 
approximatelv  one-half  hour  to  provide 
the  information  rerpiired  under  Rule 
12(11-3  and  that  the  information  is  filed 
by  apjiroximately  088  resjKmdents 
annually  for  a  total  annual  reporting 
burden  of  344  burden  hours  (0.5  hours 
per  response  x  088  resiionses). 

An  agency  may  not  conduct  or 
sjionsor,  and  a  person  is  not  riujiiired  to 
respond  to,  a  collection  of  information 
imle.ss  it  disjilavs  a  cnrrentlv  valid 
control  number. 

The  public  may  view  the  background 
documentation  for  this  information 
collection  at  the  following  Web  site, 
www.roginfo.gov.  Comments  should  be 
directed  to:  (i)  Desk  Officer  for  the 
.Securities  and  Exchange  Commission, 
Office  of  Information  and  Regulatory 
Affairs.  Office  of  Management  and 
Budget.  Room  10102,  New  Executive 
Office  Building.  Washington,  D(C  20503, 
or  by  sending  an  email  to: 
Fhogufto_Ahmod@omb.oop.gov:  and  (ii) 
Thomas  Bayer,  Director/fCbief 
Information  Officer,  .Securities  and 
Exchange  ('onunission,  c/o  Remi  Pavlik- 
.Simon,  0432  (General  (buen  Wav, 
Alexandria,  VA  22312  or  .send  an  email 
to:  FHA_MoiIbox@so(:.gov.  (kmunents 
mu.st  be  submitted  to  OMB  within  30 
(lavs  of  this  notice. 


Fxtansion: 

.ScIuhIuIi!  14D-5)1'’. 

Notice  is  hereby  given  that,  pursuant 
to  the  Paperwork  Reduction  Act  of  1995 
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l)al(Ml:  l'(!l)ruarv  4.  2013. 

K«viii  M.  O'Neill, 

Ih'piilv  Sccratdrv. 

|FR  2tn;t-()2H47  Filed  2-7-1.I:  «:4r>  iim| 

BILLING  CODE  8011-01-P 

SECURITIES  AND  EXCHANGE 
COMMISSION 

[0MB  Control  No.  3235-0383,  SEC  File  No. 
270-331] 

Submission  for  0MB  Review; 

Comment  Request 

Upon  Wrilton  Rocjiwst  C.opios  Avuilahlo 
From:  Securities  and  Exchange 
(’.ominission.  Office  of  Investor 
Education  and  Advo{:acy. 

Washington.  DC  20.'j4t)-()21 3. 

Fxidnsion: 

Form  F-7. 

Notice  is  hereby  given  that.  j)ur.snant 
to  the  Pa|)er\vork  Reduction  Act  of  lUtK'i 
(44  II..S.C.  3.501  o1  so(].).  the  .Secairities 
and  Exchange  Commission 
("C.ommi.ssion")  lias  submitted  to  llie 
Office  of  Management  and  Hudget  this 
re(inest  for  extension  oftlie  jireviously 
ajijiroved  collection  of  information 
discussed  below. 

Form  F-7  (17  CFK  230.37)  is  a 
registration  statement  under  the 
.Securities  Act  of  1033  (1.5  li..S.C.  77a  <•/ 
so({.)  n.srul  to  regi.ster  securities  that  are 
offered  for  cash  upon  the  exercise  of 
rights  granted  to  a  registrant's  existing 
security  holders  to  purchase  or 
snh.scrihe  such  .securities.  The 
information  collected  is  intended  to 
ensure  that  the  information  reipiired  to 
he  filed  by  the  Commission  permits 
verification  of  compliance  with 
securities  law  reciuirements  and  assures 
the  public  availability  of  such 
information.  The  information  provided 
is  mandatory  and  all  information  is 
made  available  to  the  inihlic  upon 
recpiest.  Form  F-7  takes  a])])roximately 
4  hours  per  response  to  prejiare  and  is 
filed  by  ajiproximately  5  res|)ondent.s. 
We  estimate  that  25%  of  4  hours  jier 
response  (one  hour)  is  prepared  by  the 
company  for  a  total  auuual  reporting 
burden  of  5  hours  (one  hour  jier 
response  x  5  responses). 

An  agency  may  not  conduct  or 
sponsor,  and  a  person  is  not  recinired  to 
respond  to,  a  collection  of  information 
unless  it  disjilays  a  currently  valid 
control  nnmber. 

The  public  may  view  the  hac:kground 
documentation  for  this  information 
collection  at  the  following  Web  site, 
www’.rodinfo.^ov.  C.omments  should  be 
directed  to:  (i)  Desk  Officer  for  the 
.Securities  and  Exchange  {Commission. 
Office  of  Information  and  Regulatorv 


Affairs.  Office  of  Management  and 
findget.  Room  1()1()2.  New  Executive 
Office  Ihiildiug,  Washington,  D(C  2()5()3. 
t)r  by  .sending  an  email  to: 
Sh(igiill(i_Ahmo(i@omh.oop.gov:  and  (ii) 
Thomas  Raver.  Director/CChief 
Information  Officer,  .Securities  ami 
Exchange  (Commissiou,  c/o  Remi  Pavlik- 
.Siiuou.  (5432  (Ceueral  (heeii  Way, 
Alexandria.  VA  22312  or  .send  an  email 
lo:  FI{A_M(iill)o\@so(:.go\’.  (Comments 
must  he  submitted  to  OMR  within  30 
days  of  this  notice. 

Datiul:  I’ciliriiary  4,  2013. 

Kevin  M.  O'Neill. 

Dapiitv  Sccrclarv. 

|FR  Ooi;.  2lli;i-tl2K4K  Filed  2-7-i:i:  8:45  anil 
BILLING  CODE  8011-01-P 

SECURITIES  AND  EXCHANGE 
COMMISSION 

[0MB  Control  No.  3235-0379,  SEC  File  No. 
270-336] 

Submission  for  0MB  Review; 

Comment  Request 

I'pon  Writton  Hocinost  CJopiox  Avoilahir 
From:  .Securities  and  Exchange 
(Commi.ssion.  Office  of  Investor 
Education  and  Advocacy. 

Wa.shington.  D(C  2()54‘)-()213. 

Extension: 

F'orm  F'-X. 

Notice  is  hereby  given  that,  pursuant 
to  the  Paperwork  Reduction  Act  of  1995 
(44  Ih.S.fC.  3501  (.■/  .sei/.).  the  .Securities 
and  Exchange  (Commission 
(“(Commission”)  has  submitted  to  the 
Office  ofMauagemeut  and  Rndget  this 
recpiest  for  extension  of  the  jireviously 
ajijuoved  collection  of  information 
discussed  below. 

Form  F-X  (17  (CFR  230.42)  is  used  to 
a|)|)oint  an  agent  for  service  of  j)rot:es.s 
by  (Canadian  issuers  registering 
securities  on  Forms  F-7.  F-8.  F-9  or  F- 
10  under  the  .Securities  Act  of  1033 
(U..S.(C.  77a  ot  .sec/.),  or  filing  jieriodic 
rejiorts  on  Form  40-F  under  the 
Exchange  Ac:t  of  1034  (15  U.S.CC.  78a  e/ 
s(U}.).  Till!  information  collected  must  he 
filed  with  the  (Commission  and  is 
jmblicly  available.  We  estimate  that  it 
takes  ajiju'oximately  2  hours  jier 
resjKinse  to  jucijiare  Form  F-X  and  that 
the  information  is  filed  by 
a|)|)roximately  1(51  resjKmdent.s  fora 
total  annual  rejiorting  burden  of  322 
hours  (2  hours  jier  resjionse  x  1(51 
r(!S  I  louses). 

An  agency  may  not  conduct  or 
sjion.sor,  and  a  jierson  is  not  riupiired  to 
resjMmd  to,  a  collciction  of  information 
unless  it  disjilavs  a  currently  valid 
control  number. 


The  jmhlic  may  view  the  background 
documentation  for  this  information 
collection  at  the  following  Web  site. 
www’.roi’info.t’ov.  (Comments  should  he 
direc.teii  to:  (i)  Desk  Officer  for  the 
.Siicurities  and  Exchange  (Commission, 
Office  of  Information  and  Regulatory 
Affairs,  Office  of  Management  and 
Rndget,  Room  10102,  New  Executive 
Office  Ruilding.  Wa.shington.  D(C  20503, 
or  by  sending  an  email  to: 
Sh(igiifta_Ahmod@omb.oop.go\':  and  (ii) 
riiomas  Raver.  Directoi7(Chief 
Information  Officer.  .Securities  and 
Exchange  (Commi.ssion.  c/o  Remi  Pavlik- 
.Simon.  (5432  (Ceneral  (Creen  Way, 
Alexandria.  VA  22312  or  .send  an  email 
to:  PBA_Moilhox@so(:.gov.  (Comments 
must  he  submitted  to  OMR  within  30 
days  of  this  notice. 

Hated:  l'’el)ruarv  4.  2013. 

Kevin  M.  O'Neill. 

Drpiitv  SarivIfUT. 

|FR  Doc.  2lU;!-0285()  Filed  2-7-i:i:  8:45  ami 
BILLING  CODE  8011-01-P 

SECURITIES  AND  EXCHANGE 
COMMISSION 

[OMB  Control  No.  3235-0069,  SEC  File  No. 
270-069] 

Submission  for  OMB  Review; 

Comment  Request 

I  ’fion  Written  Ho(]nost:  Copies  Available 
From:  .Securities  and  Exchange 
(Commission,  Office  of  InvcLstor 
Education  and  Advocacy, 

Wa.shington.  D(C  20540-0213. 

tixlension: 
liulusirv  (elides. 

Notice  is  hereby  given  that,  jnirsuant 
to  the  Pajierwork  Reduction  Act  of  1005 
(44  II..S.C.  3501  et  seq.).  the  .Securities 
and  Exchange  (CCommission 
(“Commission”)  has  submitted  to  the 
Office  of  Management  and  Rudged  this 
recpiests  for  extension  of  the  jireviously 
ajijiroved  collections  of  information 
discussed  below. 

Industries  (Cuides  are  used  by 
registrants  in  certain  indu.stries  as 
disclosure  guidelines  to  he  followed  in 
jiresenting  information  to  investors  in 
.Securities  Act  (15  IJ..S.(C.  77a  et  se(j.) 
and  Exchange  Act  (15  l]..S.(C.  78a  et  seq.) 
registration  statements  and  certain  other 
Exchange  Act  filings.  The  jiajierwork 
burden  from  the  Indn.stry  (Cuides  is 
imjio.sed  through  the  forms  that  are 
subject  to  the  disclosure  reejnirements  in 
the  Industry  (Cuides  and  is  reflected  iu 
the  analysis  of  these  documents.  To 
avoid  a  l^ajierwork  Reduction  Act 
inventory  refiecting  dujilicative 
burdens,  for  administrative  convenience 
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the  (lomniission  ostiniatos  the  total 
annual  burden  imposed  by  the  Industry 
Guides  to  be  one  bonr.  The  inibrmation 
nupiired  by  the  Indnstrv  Guides  is  filed 
on  occasion  and  is  mandatory.  All 
information  is  provided  to  the  j)ut)lic. 
The  Industry  Guides  do  not  directly 
impose  any  disclosure!  burden. 

An  agency  may  not  conduct  or 
spon.sor.  and  a  ptir.son  is  not  reepiired  to 
respond  to.  a  collection  of  information 
unless  it  displays  a  curniiitly  valid 
control  number. 

The  ])ublic  may  view  the  background 
documentation  for  this  information 
collection  at  the  following  Web  site, 
www.m^info.gov.  (Comments  should  be 
directed  to:  (i)  Desk  Officer  for  the 
Securities  and  Exchange  (’ommission. 
Office  of  Information  and  Regulatory 
Affairs,  Offic;e  of  Management  and 
Budget.  Room  10102.  New  Executive 
Office  Building,  Washington.  DG  20503, 
or  by  sending  an  email  to: 
Sh(}giil1(i_Ahnw(I@oinhMop.gov:  and  (ii) 
Thomas  Bayer,  Director/Ghief 
Information  Officer,  Securities  and 
Exchange  Gommission,  c/o  Remi  Bavlik- 
Simon,  0432  General  Green  Way, 
Alexandria,  VA  22312  or  .send  an  email 
to:  PHA_M(iiIl)()x@s(^(:.g()v.  (Comments 
mu.st  be  submitted  to  OMB  within  30 
days  of  this  notice. 

Hated:  f'diriiarv  4.  201.3. 

Kevin  M.  O'Neill, 

Di'puiy  Seen U<iry. 

IKK  One.  2()i:!-()2«.'i2  Kited  2-7-i:{;  «:4r)  ami 
BILLING  CODE  8011-01-P 


SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-68820;  File  No.  SR-PHLX- 
2013-12] 

Self-Regulatory  Organizations; 
NASDAQ  OMX  PHLX  LLC;  Notice  of 
Filing  and  Immediate  Effectiveness  of 
Proposed  Rule  Change  To  Extend  a 
Pilot  Program  Related  to  Rule  3312, 
Entitled  “Clearly  Erroneous 
Transactions” 

I'etiniarv  1.  2013. 

Pursuant  to  Suction  in(b)(l)  of  the 
Sucuritius  Exchange  Act  of  1934 
(“Act”],'  and  Rule  inb-4-  thuruundor, 
notice  is  herebv  given  that  on  Januarv 
31. 2013,  NASDAQ  OMX  PHLX  LEG 
(“Phlx”  or  “Exchange”)  filed  with  the 
Securities  and  Exchange  Gommission 
(the  “Gommission”)  the  ])roposed  rule 
change  as  described  in  Items  1  and  11 
below,  which  Items  have  been  ])repare(i 
by  the  Exchange.  The  Gommission  is 


'  l.'j  IL.S.C.  78s(l))(  l). 
-  17  CI'K  24().l>)t)-4. 


])nblishing  this  notice  to  solicit 
comments  on  the  proposed  rule  change 
from  interested  per.sons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  Exchange  is  filing  with  the 
Gommission  a  |)roposal  to  extend  a  ])ilot 
program  related  to  Ride  3312,  entithul 
“(dearly  Erroneous  Tran.sactions.”  The 
Exchange  also  proposes  to  adopt  new 
paragraph  (g)  to  Rule  3312  in 
connection  with  the  njicoming 
operation  of  the  Plan  to  Address 
Extraordinary  Market  Volatility 
Pursuant  to  Ride  (i08  of  Regulation  NMS 
under  the  Act  (the  “Limit  Up-ldmit 
Down  Plan”  or  “Plan”).  * 

The  text  of  the  projiosed  ride  change 
is  available  on  the  Exchange's  Web  site 
at  http:// 

ndschiqoinxphlx.cchwdllstreet.coni,  at 
the  princijial  office  of  the  Exchange,  and 
at  the  (Commission’s  Public  Reference 
Room. 

II.  Self- Regulatory  Organization’s 
Statement  of  the  Purpose  of,  ami 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  (iommi.ssion,  the 
Exchange  included  statements 
concerning  the  purpose  of  and  basis  for 
the  ])ro])osed  rule  change  and  discussed 
any  comments  it  received  on  the 
jirojiosed  rule  change.  The  text  ofthe.se 
statements  may  be  examined  at  the 
jilaces  s]K!cifie(l  in  Item  IV  below.  The 
Exchange  has  jirepared  summaries,  set 
forth  in  sections  A,  B,  and  G  below,  of 
the  mo.st  significant  aspects  of  such 
statements. 

A.  Self-Hdgdldtory  Orgdnizdtion’s 
Stcitdinent  of  the  Pin  pose  of,  end 
Stdtutory  Basis  for,  the  Proposed  Bale 
Change 

1 .  Purpo.se 

The  jnirpose  of  this  filing  is  to  extend 
the  effectiveness  of  the  Exchange's 
current  rule  applicahle  to  Clearly 
Erroneous  Transactions  and  to  adopt 
new  paragraph  (g)  to  Ride  3312  in 
connection  with  upcoming  operation  of 
the  Limit  Up-Limit  Down  Plan. 

Proposal  To  Extend  Pilot 

Portions  of  Rule  3312,  exjilained  in 
further  detail  helow,  are  currently 
operating  as  a  pilot  program  .set  to 
exjiire  on  Februarv  4,  2013.'  The 


'  .SV.'f;  .Sociirilios  Kxcti.ingi!  Act  Kiliiast!  No.  1)7(1111 
(May  ;n.  2012).  77  FK  ;i:i4!m  Oiino  (i.  2012)  (tho 
"Limit  llp-l.imil  Down  Kotoaso"). 

■'  Svn  .S(!(;ui'ili<!.s  I';x(:liaii<>o  Act  Ketoaso  No.  ()7.'j:i8 
duty  :i0.  2012).  77  KK  4(i.'‘)48  (Au<iusl  :i.  2012)  (.SK- 
1>H1.X-201 2-100). 


Exchange  proposes  to  extend  the  pilot 
program  to  Sejitember  30.  2013. 

On  Sejitember  10,  2010,  the 
(iomnii.ssion  ajijiroved,  on  a  jiilot  basis, 
ebanges  to  Exchange  Ride  3312  to 
jirovide  for  uniform  treatment:  (1)  Of 
clearly  erroneous  transaction  reviews  in 
multi-.stock  events  involving  twentv  or 
more  securities:  and  (2)  in  the  event 
transactions  occur  that  result  in  the 
issuance  of  an  individual  stock  trading 
jiaiise  by  tbe  jiriniarv  market  and 
.snbs(!(|uent  transactions  that  occur 
before  the  trading  jiause  is  in  effect  on 
the  Exchange.'’  The  Exchange  also 
adojited  additional  changes  to  Rule 
3312  that  reduced  the  ability  of  the 
Exchange  to  deviate  from  the  ohjective 
standards  set  forth  in  Rule  3312."  The 
Exchange  believes  the  henefits  to  market 
jiarticijiants  from  the  more  objective 
clearly  erroneous  transactions  ride 
should  continue  on  a  jiilot  basis  through 
Sejitember  30,  2013,  which  is  the  date 
that  the  Exchange  anticipates  that  the 
jihased  imjilenientation  of  the  Limit  Uji- 
Limit  Down  Plan  will  be  comjilete.  As 
exjilained  in  further  detail  below, 
although  the  Limit  Uji-Limit  Down  Plan 
is  intended  to  jirevent  transactions  that 
would  need  to  be  nullified  as  clearly 
erroneous,  the  Exchange  believes  that 
certain  jirotections  sbould  be 
maintained  while  the  industry  gains 
initial  exjierience  ojierating  with  the 
Idmit  Ilji-Limit  Down  Plan,  including 
the  jirovisions  of  Ride  3312  that 
currently  ojierate  as  a  jiilot. 

Projiosed  Limit  Uji-Limit  Down 
Provision  to  Rule  3312 

The  Exchange  projioses  to  adojit  new 
jiaragrajih  (g)  to  Rule  3312,  to  jirovide 
that  the  existing  jirovisions  of  Rule  3312 
will  continue  to  ajijily  to  all  Exchange 
transactions,  including  transactions  in 
securities  subject  to  the  Plan,  other  than 
as  set  forth  in  jirojio.sed  jiaragrajih  (g). 
Accordingly,  other  than  as  jirojio.sed 
below,  the  Exchange  jirojio.ses  to 
maintain  and  continue  to  ajijily  the 
(ilearly  Erroneous  Transai:tion  standards 
in  the  same  way  that  it  does  today. 
Notahly,  this  means  that  the  Exchange 
might  nullify  transactions  that  occur 
within  the  jirice  bands  dis.seminated 
jinrsuant  to  the  Limit  Ilji-Limit  Down 
I’lan  to  the  extent  such  transactions 
(jnalify  as  clearly  erroneous  under 
existing  criteria.  As  an  examjile.  assume 
that  a  Tier  1  .security  jiursuant  to  the 
Plan  has  a  reference  jirice  jiursuant  to 
hoth  the  Plan  and  Rule  3312  of  $1  ()().()(). 
The  lower  jiricing  hand  under  the  Plan 


■'See  .S)!(:iuiti(!s  Kxdiimgf!  Ai:t  Rdoast!  No.  ():i4!n 
(llucomtH!!'  il.  201(1).  75  KR  78207  (Docamtirr  l.S. 
2010)  (,SR-1’11I.X-201 0-17:1). 

"Id. 
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would  he  .SU.I.OO  and  the  u])|)er  pricing 
hand  under  the  l^lan  wonld  l)e  •SlO.'i.OO. 
An  execution  could  occur  on  the 
Fxchange  in  this  .security  at  .Sttti.OO.  as 
this  is  within  the  I’lan's  jji  icing  hands. 
However,  if  snhjected  to  review  as 
|)otentiallv  clearly  erroneous,  the 
Kxchauge  would  nullify  an  ex(!cution  at 
.StKi.OO  as  clearly  erroneous  hecause  it 
exceeds  the  8%  threshold  that  is  in 
place  |)ursnant  to  Ride  8812(a)(2)((d(i) 
for  .securities  ju  iced  above  .StiO.OO  (/.e., 
with  a  reference  ju  ice  of  .Si 00. 00.  any 
transactions  at  or  below  .S07.00  or  above 
S108.00  could  he  nullined  as  clearly 
erroneous).  Accordingly,  this  juojiosal 
maintains  the  status  ijiio  with  resjiect  to 
reviews  of  (dearly  Krroneous 
Transactions  and  the  aj)j)lication  of 
objective  numerical  guidelines  by  the 
Fxchange.  The  jirojio.sal  does  not 
increa.se  the  discretion  afforded  to  the 
Fxchange  in  connection  with  reviews  of 
(ilearlv  Frroneous  Transactions. 

The  Limit  lJj)-Limit  Down  Flan  is 
designed  to  juevent  executions  from 
occurring  outside  of  dynamic  jirice 
hands  disseminated  to  the  jiuhlic  by  the 
single  j)lan  juocessor  as  defined  in  the 
Limit  lJj)-Limit  Down  Flan."  I'he 
juissihility  remains  that  the  Lxchange 
could  exjierience  a  technology  or 
systems  jirohlem  with  resjiect  to  the 
imjilementation  of  the  ju  ice  hands 
disseminated  jiursuant  to  the  Flan.  To 
address  such  jiossihilities.  the  fixchange 
j)roju).ses  to  adojit  language  to  make 
clear  that  if  an  Lxchange  technologv  or 
systems  i.ssue  results  in  any  tran.saction 
occurring  outside  of  the  juice  hands 
disseminated  jnirsnant  to  the  Flan,  a 
.Senior  Official  of  the  Exchange!,  acting 
on  his  or  her  own  motion  or  at  the 
riHjnest  of  a  third  jiarty.  shall  review  and 
declare  any  .snf:h  trades  null  and  void. 
Ahsiint  extraordinary  circumstances, 
any  such  action  of  the  .Senior  Official  of 
the  Exchange  shall  he  taken  in  a  timely 
fashion,  generally  within  thirtv  (80) 
minutes  of  the  detection  of  the 
erroneous  transaction.  When 
extraordinary  circumstances  exist,  any 
such  action  of  the  .Senior  Official  of  the 
Exchange  must  he  taken  by  no  later  than 
the  start  of  Regular  Trading  Hours"  on 
the  trading  day  following  the  date  on 
which  the  execntion(s)  under  review 
occurred.  Although  the  Exchange  will 
act  as  j)romj)tly  as  jiossihle  and  the 
j)roj)osi!d  objective  stanilard  (/.e., 
whiither  an  execution  occurred  outside 
the  hand)  should  make  it  feasible  to 
(juickly  make  a  determination,  there 
may  he  circumstances  in  which 
additional  time  may  hi!  ne(!ded  for 


^  Sra  l.iinil  I'p  l.iinil  IJdwn  KisUmsi!.  siipm  luilc;  :f. 
"  K(!”uliir  Tnidiii^  Hours  coiniiionoo  ul  a:SI)  ii.in. 
ICuslorn  Timi!.  Sna  lOxduiii"!!  KiiU;  3:il2(.i)(2)(li). 


verification  of  facts  or  coordination  with 
outside  jiarties,  including  the  single 
j)lan  juocessor  r(!.sj)onsihle  for 
disseminating  tlu!  jirice  hands  and  other 
market  centers.  Accordingly,  the 
Exchange  helievi!.s  it  necessarv  to 
maintain  some  flexibility  to  make  a 
determination  outside  of  the  thirty  (80) 
minute  guid(!line.  In  addition,  thi! 
l-]xchange  jirojioses  that  a  transaction 
that  is  nullified  j)ursuant  to  new 
j)aragraj)h  (g)  would  he  aj)j)ealahl(!  in 
accordance  with  the  jirovisions  of  Ride 
8812(c).  In  addition,  the  Exchange 
ju'ojio.ses  to  make  clear  that  in  the  event 
that  a  single  j)lan  juocessor  exj)eriences 
a  technology  or  .systems  jirohlem  that 
jjrevents  the  dis.semination  of  jirice 
hands,  the  Exchange  would  make  the 
determination  of  whether  to  nullify 
tran.sactions  based  on  Ruli!  8812(a)-(f]. 

The  Exchange  believes  that  cancelling 
trades  that  occur  outside  of  the  ju  ici! 
hands  di.sseminated  jjursnant  to  the 
Flan  is  consistent  with  the  jiurjiose  and 
intent  of  the  Flan,  as  such  transactions 
are  not  intended  to  occur  in  the  fir.st 
jilace.  If  transactions  do  occur  outside  of 
the  jirice  bands  and  no  excejition 
aj)j)ii(!.s — which  necessarily  would  he 
cau.sed  by  a  technology  or  .systems 
issui! — then  tlu!  Exchange  hiilieves  the 
aj)j)roj)riate  result  is  to  nullifv  such 
tran.sactions. 

2.  .Statutorv  Basis 

The  Exchange  helieviis  that  its 
jirojiosal  is  consistiint  with  the 
reijuirements  of  the  Act  and  the  rules 
and  riigulations  thereunder  that  are 
aj)j)licahle  to  a  national  securities 
exchange,  and,  in  jiarticnlar,  with  thi! 
reijuirements  of  .Section  (i(h)  of  the  Act." 
In  jjarticular,  the  juojiosal  is  consistent 
with  .Section  (>(l))(.‘i)  of  the  Act,"’ 
hecau.se  it  would  jiromote  just  and 
uijuitahle  jirincijiles  of  trade,  remove 
imjiediments  to.  and  jjerfect  the 
mechanism  of,  a  free  and  ojien  market 
and  a  national  market  .system.  The 
Exchange  believes  that  the  j)ilot 
juogram  juDinotes  just  and  eijuitahle 
jirincijiles  of  trade  in  that  it  jiromotes 
transjiarency  and  uniformitv  acro.ss 
markets  concerning  review  of 
transactions  as  clearly  erroneous.  More 
sjiecifically,  the  Exchange  believes  that 
the  extension  of  the  jiilot  would  helj) 
a.ssuri!  that  the  determination  of  whether 
a  clearly  erroneous  trade  has  occurred 
will  he  based  on  clear  and  objective 
criteria,  and  that  the  resolution  of  the 
incident  will  occur  juiunjitly  through  a 
transjiarent  jirocess.  The  juojjo.sed  rule 
change  would  also  helj)  a.ssure 
consi.stent  results  in  handling  erroneous 


'•i.s  li..s.(:.  7KHI)). 

"'15  7Hl(l))(5). 
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trades  acro.ss  the  l]..S.  markets,  thus 
furthering  fair  and  orderly  markets,  the 
jirotection  of  investors  and  the  jmblic 
interest.  7\Ithough  the  Limit  Ilj)-Limit 
Down  Flan  will  he  ojierational  during 
the  same  time  jieriod  as  the  jirojiosed 
extended  jiilot,  the  Exchange  believes 
that  maintaining  the  jiilot  for  at  least 
through  the  jihased  imjilementation  of 
the  Flan  is  ojierational  will  helj)  to 
jirotect  against  unanticij)ated 
consequences.  To  that  end,  the 
extension  will  allow  the  Exchange  to 
determine  whether  Rule  8812  is 
necessary  once  the  Flan  is  oj)i!rational 
and,  if  so.  whether  imjirovements  can  he 
made.  Further,  the  Exchange  believes  it 
consistent  with  the  jirotection  of 
investors  and  the  j)ul)lic  interest  to 
adi)j)t  objective  criteria  to  nullify 
transactions  that  occur  outside  of  the 
Flan's  j)rice  hands  when  such 
transactions  should  not  have  been 
executed  hut  were  due  to  a  systems  or 
technology  i.ssiie. 

/i.  Salf-Hegiildtorv  Organi/Jition’s 
Stdlentent  on  Biirdon  on  (Annpeiiiion 

The  Exchange  does  not  believe  that 
the  j)roj)o.sed  rule  change  imjilicates  anv 
comjietitive  issues.  To  the  contrary,  the 
Exchange  believes  that  FINRA  and  other 
national  securities  exchanges  are  also 
filing  similar  jirojio.sals.  and  thus,  that 
the  j)roj)i)sal  will  helj)  to  ensure 
consistent  rules  across  market  centers. 

L’.  Solf-Bagnidtory  Orgonizotion’s 
Sidldinonl  on  (Jonnnonis  on  tho 
Proposod  Hnid  Chongo  Recoivod  From 
Mdinhors.  Porliciponts.  or  Othors 

No  written  comments  were  either 
.solicited  or  rec.eived. 

III.  Date  of  Effectiveness  of  the 
Frojio.sed  Rule  (diange  and  Timing  for 
(Commission  Action 

Because  the  j)roj)o.sed  rule  change 
does  not  (i)  significantly  affect  the 
jirotection  of  investors  or  the  j)nl)lic 
interest;  (ii)  imjiose  any  significant 
burden  on  comj)etition;  and  (iii)  become 
oj)erative  for  80  days  from  the  date  on 
which  it  was  filed,  or  such  shorter  time 
as  the  Commi.ssion  may  designate  if 
consistent  with  the  j)roti!ction  of 
inve.stors  and  the  j)ul)lic  interest,  the 
j)ri)j)osed  rule  change  has  become 
effective  j)nrsuant  to  .Section  lt)(l))(8)(7\) 
of  the  Act  "  and  Rule  10l)^(il(())(iii) 
thereunder.'- 


"  15  ii..s.(;.  7«s(l))(:i)(A). 

17  CI'K  240. 1!lli-4(l)(l))(iii).  As  r(!(|iiir(!(l  imdm’ 
Kul(!  10l)-4(l)(())(iii).  till!  providiul  tlio 

Coinniission  with  writlun  nolicii  ol  its  iiitunl  to  till! 
llu!  proposotl  ndo  i:li!ing(!.  .'ilong  with  n  briid 
d(!si:riplion  and  tlu;  taxi  of  tlio  proposad  rula 
clianga.  at  laast  lira  laisinass  (lavs  prior  lo  llu;  data 
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The  Exchange  has  asked  the 
Coinini.ssion  to  waive  tlie  3()-day 
o|)(!rative  delay  so  that  the  ])ro]K)sal  niav 
l)(;(:onie  o])erative  iinniediately  upon 
riling.  The  Commission  believes  that 
waiving  the  3()-day  o])erative  delay  is 
consistent  with  the  ])rotection  ol 
investors  and  the  i)nhlic  interest,  as  it 
will  alh)w  the  ])ilot  ])rogram  to  continue 
nninterrii])ted,  thereby  avoiding  the 
investor  conlnsion  that  could  result 
Irom  a  tem])orary  interruption  in  the 
])ilot  program.  For  this  reason,  the 
Commission  designates  the  ])roposed 
rule  change  to  he  oj)erative  upon 
liling.  '■* 

At  any  time  within  (it)  days  of  the 
filing  of  th(!  proposed  rule  change,  the 
Commi.ssion  summarily  may 
temporarily  susjKmd  such  rule  change  if 
it  appears  to  the  Commission  that  such 
action  is  necessary  or  ai)proi)riate  in  the 
public  interest,  for  the  protection  of 
investors,  or  otherwise  in  furtherance  of 
the  purposes  of  the  Act. 

IV.  Solicitation  of  (iomment.s 

Intere.sted  persons  are  invited  to 
snhmit  written  data,  views,  and 
arguments  concerning  the  foregoing, 
including  whether  the  ])ro])osed  rule 
change  is  consistent  with  the  Act. 
(Comments  may  ht;  snhmitted  hv  anv  of 
the  following  methods: 

E](H:tvonic  (himucnts 

•  Use  the  Commission’s  Internet 
comment  form  (htt})://\v\\  \\’.s(H:.g()v/ 
riiIns/sro.shtniI);  or 

•  Send  an  email  to  riila- 
(:omn}ents@s(^c.gov.  lMea.se  include  File 
Number  SR-PHEX-2()1. 3-1 2  on  the 
subject  line. 

Paptn'  Coninn^nts 

•  Send  j)aper  comments  in  triplicate 
to  Elizabeth  M.  Mur])hy,  Secretary, 
•Securities  and  Exchange  Commission, 
100  F  Street  NE.,  Washington,  DC 
20.'149-1090. 

All  submissions  should  refer  to  File 
Number  SR-FHLX-201 3-1 2.  This  file 
numher  should  he  included  on  the 
.subject  line  if  email  is  uscul.  To  help  the 
Commi.ssion  process  and  review  your 
comments  more  efficiently,  please  u.se 
only  one  method.  'I’he  Commission  will 
post  all  comments  on  the  Commission’s 
Internet  Web  site  [http://\\’\\’\v.s(^c.g()v/ 
riilas/sro.slitinl).  (x)])ies  of  the 
snhmi.ssion,  all  .sul)se(|uent 
amendments,  all  written  statements 


otliliiif^  ottlu!  proposiul  into  or  such 

shorter  tinio  as  dosi^naliul  hv  Iho  Commission. 

'  ‘  For  purposirs  only  of  waiving  the  ;t()-(iay 
oporativo  clolav.  tho  Commission  lias  also 
considcnul  llic  iiroposed  rule's  impact  on 
elTiciency.  competition,  and  capital  tormation.  .See 
CS  U..S.C.  78c(l). 


with  res])ect  to  the  projto.sed  rtile 
change  that  are  filed  with  the 
(Commission,  iind  all  written 
comtmmicatiotis  rehiting  to  the 
projtosed  nth!  change  between  the 
Cotntnission  and  any  per.son,  other  than 
those  that  nitty  he  withheld  from  the 
public  in  accordance  with  the 
provisions  of  .3  U..S.(',.  .'i.')2,  will  he 
itvailahle  for  Web  site  viewing  and 
prititing  in  the  Commission’s  Fnhlic 
Reference  Room  on  official  hnsiness 
days  between  the  hours  of  H):()()  a.m. 
and  3:00  ]i.m.  (Copies  of  sttch  filing  also 
will  he  available  for  inspection  and 
cojiying  at  the  principal  offices  of  the 
Exchange.  All  commetits  received  will 
he  po.sted  without  change;  the 
(Commission  does  not  edit  ]iersonal 
identifying  information  from 
submissions.  Yon  should  submit  only 
itifonnation  that  you  wish  to  make 
available  publicly.  All  suhmissions 
should  refer  to  File  Numher  •SR-FHEX- 
201C(— 12,  and  should  he  sithmitted  on  or 
before  March  1, 2013. 

for  llu!  (Commission.  l)y  the  llivisittn  of 
'frtKling  timl  Mtirkcls,  pm'smmi  to  dtilogattid 
iuilliorily.'* 

Kevin  M.  O’Neill, 

Dapiily  Sccmidiy. 
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[Release  No.  34-68819;  File  No.  SR- 
NASDAQ-201 3-022] 

Self-Regulatory  Organizations;  The 
NASDAQ  Stock  Market  LLC;  Notice  of 
Filing  and  Immediate  Effectiveness  of 
a  Proposed  Rule  Change  To  Extend  a 
Pilot  Program  Related  to  Rule  11890, 
Entitled  “Clearly  Erroneous 
Transactions” 

I-'eliriiarv  1.  201  :t. 

Fursnant  to  •Section  19(1))(1)  of  the 
•Securities  Exchange  Act  of  1934 
("Act”),'  and  Rule  19b-4-  thereunder, 
notice  is  herehv  given  that  on  jannarv 
31, 2013,  ’Fhe  NASDAQ  Stock  Market 
LLC  (“NA,SDAQ’’  or  “Exchange”)  filed 
with  the  •Securities  and  Exchange 
fCommission  (the  “(Commi.ssion”)  the 
proposed  rule  change  as  described  in 
items  1  and  11  below,  which  Items  have 
been  prepared  by  NA,SDAQ.  'I’lie 
(Commission  is  publishing  this  notice  to 
solic:it  comments  on  the  ])roj)osed  rule 
change  from  interested  persons. 


17  Ct’R  2()().:«)-:t(a)(l2). 
I  KS  ll..S.t:.  7Hs(l))(l). 

-  17  CFR  24l).l!)l)-4. 


I.  Self- Regulatory  Organization’s 
Statement  of  the  Terms  of  the  Substance 
of  the  Proposed  Rule  (Change 

NA.SDAQ  is  filing  with  the 
(Commission  a  proposal  to  extend  a  pilot 
program  related  to  Rule  11890.  entitled 
"(Clearly  Erroneons  Transactions.”  The 
Exchange  al.so  pro])oses  to  adopt  new 
paragraph  (g)  to  Ride  11890  in 
connection  with  the  upcoming 
operation  of  the  Flan  to  Addre.ss 
Extraordinary  Market  Volatility 
Fursnant  to  Rule  (i08  of  Regulation  NM.S 
under  the  Act  (the  “Limit  IJji-Limit 
Down  Flan”  or  “Flan”).-' 

The  text  of  the  projiosed  rule  change 
is  available  from  NASDAQ’s  Web  site  at 
http:/ / nusdaq.cchwaUstwet .com ,  at 
NA.SDAQ’s  principal  office,  and  at  the 
(Conimi.ssion’s  Fnhlic  Reference  Room. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
(Change 

In  its  filing  with  the  Commi.ssion. 
NASDAQ  included  .statements 
concerning  the  purpose  of  and  ha.sis  for 
the  proposed  rule  change  and  discussed 
any  comments  it  received  on  the 
])ropo.sed  rule  change.  The  text  ofthe.se 
.statements  may  he  examined  at  the 
])laces  specified  in  Item  IV  below. 
NA.SDAQ  has  j)repared  summaries,  .set 
forth  in  .sections  A.  13,  and  (C  below,  of 
the  most  significant  aspects  of  such 
statements. 

A.  Sclf-Hcgiilatory  Organization's 
Statement  of  the  Purpose  of.  and 
Statntorv  Basis  for.  the  Proposed  Bale 
Ohange 

1.  Furpo.se 

The  purpose  of  this  filing  is  to  extend 
the  effectiveness  of  the  Exchange’s 
current  rule  applicable  to  (Clearly 
Erroneous  Transactions  and  to  adopt 
new  paragraph  (g)  to  Rule  11890  in 
connection  with  upcoming  operation  of 
the  Limit  Up-Limit  Down  Flan. 

Fropo.sal  To  Extend  Filot 

Fort  ions  of  Rule  11890,  explained  in 
further  detail  below,  are  currently 
operating  as  a  ])ilot  program  set  to 
expire  on  February  4.  2013.-'  The 
Exchange  ])roj)o.se.s  to  extend  the  pilot 
program  to  •September  30,  2013. 

(In  September  10,  2010,  the 
(Commi.ssion  approved,  on  a  pilot  basis, 
changes  to  NA,SD7\Q  Rule  11890  to 
provide  for  uniform  treatment:  (1)  Of 


'  .S’f.’c  .S(!(:urili(!S  Ac:l  Rvlviisi!  No.  (i7()!U 

(M;iy  :il.  2012).  77  I'R  .I.Wim  OiiniUi.  2012)  (llu; 
“l.iniil  I  Ip-Limit  Down  R(!l(!:i.so"). 

*  .S(;<:uritii;s  Exchanso  /\(:l  Rnloaso  No.  (>7.5:t(> 
(lulv  ;«).  2012).  77  I'R  4(i.")41  (Auru.sI  a.  2012)  (.SR- 
NASD,\Q-2012-0!n). 
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clearly  erroneous  transaction  reviews  in 
multi-stock  events  involving  tw(!nty  or 
more  securities:  and  (2)  in  tlie  event 
transactions  occur  that  result  in  the 
issuance  ol  an  individual  stock  trading 
|)ause  hv  the  primary  market  and 
suh.stHiuent  transactions  that  occur 
hcdbre  the  trading  pause  is  in  effect  on 
the  Fxchange."’  Tin?  Exchange  also 
ado|)ted  additional  changes  to  Rule 
ri8‘)()  that  reduced  the  ahility  of  the 
Exchange  to  deviate  from  the  objective 
standards  set  forth  in  Rule  11890.“  The 
Exchange  believes  the  benefits  to  market 
partici])ants  from  the  more  objective 
clearly  erroneous  transactions  rule 
shoidd  continue  on  a  pilot  basis  through 
S(;ptemher  30.  2013.  which  is  the  date 
that  the  Exchange  anticipates  that  the 
j)hased  implementation  of  the  Limit  IJj}- 
Idmit  Down  Flan  will  he  complete.  As 
ex])lained  in  further  detail  below, 
although  the  Limit  I  Ip-Limit  Down  Flan 
is  intended  to  prevent  transactions  that 
would  need  to  he  nullified  as  clearlv 
erroneous,  the  Exchange  believes  that 
certain  protections  should  he 
maintain(;d  while  the  industrv  gains 
initial  expcirience  operating  with  the 
Limit  Up-Limit  Down  Flan,  including 
the  provisions  of  Rule  1 1800  that 
currently  o|)erate  as  a  pilot. 

Froposed  Limit  I  Ip-Limit  Down 
Frovision  to  Rub;  11800 

The  Exchange  j)roposes  to  adopt  new 
|)aragraj)h  (g)  to  Rule  11800.  to  provide 
that  the  existing  provisions  of  Rule 
11800  will  i;ontinue  to  a])ply  to  all 
Exchange  transactions,  including 
transactions  in  .securities  subject  to  the 
Flan,  other  than  as  set  forth  in  j)roposed 
paragraph  (g).  Accordingly,  other  than 
as  |)ropose(i  below,  the  Exchange 
proposes  to  maintain  and  continue  to 
apply  the  Ulearly  Erroneous  Transaction 
standards  in  the  same  way  that  it  does 
today.  Notably,  this  means  that  the 
Exchange  might  nnllify  tran.sactions  that 
occur  within  the  ])rice  hands 
disseminated  pursuant  to  the  Limit  Up- 
Limit  Down  Flan  to  the  extent  such 
transactions  (jualify  as  clearly  erroneous 
under  existing  criteria.  As  an  example, 
assume  that  a  Tier  1  security  pursuant 
to  the  Flan  has  a  reference  jirice 
pursuant  to  both  the  Flan  and  Rule 
11800  of  .SI 00.00.  The  lower  i)ricing 
hand  under  the  Flan  would  he  SO.'i.OO 
and  the  ujjpcjr  pricing  hand  under  the 
Flan  wouhl  he  SlO.'j.OO.  An  excicution 
could  occur  on  the  Exchange  in  this 
security  at  SOO.OO.  as  this  is  within  the 
Flan’s  pricing  hands.  However,  if 


'•  .S'rc.S(!i:urili((s  Kx(:lian"o  .Act  Kdixisc!  No. 
(SopIcinilMT  10.  2010).  7.'i  i'K  .AliliKl  (.SopUanlMir  10. 
2010)  (.SK-NA.Sl)Ay-20 10-070). 
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subjected  to  review  as  potcmtially 
clearly  erroneous,  the  Exchange  would 
nullify  an  execution  at  SOO.OO  as  clearly 
erroneous  hecau.si!  it  exceiuls  the  3% 
threshold  that  is  in  placi;  pursuant  to 
Rule  11800(a)(2)((:)(l)  for  securities 
priced  above  SOO.OO  (/.e.,  with  a 
reference  price  of  Si  00.00.  any 
transactions  at  or  below  S07.00  or  above 
.S103.00  could  he  nullifiiHl  as  clearlv 
erroneous).  Accordingly,  this  propo.sal 
maintains  the  status  ciuo  with  resjiect  to 
reviews  of  Ulearly  Erroneous 
Transactions  and  the  application  of 
objective  numerical  guidelines  by  the 
Exchange.  The  projiosal  does  not 
increase  the  di.scretion  afforded  to  the 
Exchange  in  connection  with  reviews  of 
Clearly  Erroneous  Transactions. 

The  Limit  Dp-Limit  Down  Flan  is 
desigiKid  to  jirevent  executions  from 
occurring  outside  of  dynamic  price 
hands  disseminated  to  the  jmhlic  by  the 
single  ])lan  processor  as  defined  in  the 
Limit  Up-Limit  Down  Flan.^  The 
liossihility  remains  that  the  Exchange 
could  experience  a  technology  or 
syst(!ms  problem  with  r{!S])ect  to  the 
implementation  of  the  price  hands 
disseminated  pursuant  to  the  Flan.  To 
address  such  po.ssihilities,  the  Exchange 
])roposes  to  ado])t  language  to  make 
cl(!ar  that  if  an  F.xchange  technology  or 
systems  issue  results  in  any  transaction 
occurring  outsidi;  of  tlu;  i)rice  hands 
disseminated  i)nrsuanl  to  the  Flan,  a 
.Scmior  Official  of  tin;  Exchange,  acting 
on  his  or  her  own  motion  or  at  tlu; 
nujuest  of  a  third  party,  shall  riiview  and 
declare  any  such  trades  null  and  void. 
Absent  extraordinary  circumstances, 
any  such  action  of  the  .Senior  Official  of 
the  Exchange  shall  he  taken  in  a  timely 
fashion,  generally  within  thirty  (30) 
minutes  of  the  detection  of  tin; 
erroneous  tran.saction.  When 
extraordinary  circaimstances  exist,  any 
such  action  of  the  Senior  Official  of  the 
Exchange  must  he  taken  by  no  later  than 
the  start  of  Regular  Trading  Hours  '*  on 
the  trading  day  following  the  date  on 
which  the  execution(.s)  under  review 
occurred.  Although  the  Exchange  will 
act  as  jiromptly  as  possible  and  the 
proposed  ohj(!ctive  standard  (/.e., 
whether  an  execution  occurred  outside 
the  hand)  should  make  it  feasible  to 
{juickly  make  a  determination,  then; 
may  h(!  circumstances  in  which 
additional  time  may  h(!  neethul  for 
verification  of  facts  or  coordination  with 
outside  i)arti(!S,  including  the  single 
plan  processor  responsible  for 
disseminating  the  price;  hands  and  other 


~  Sue  l.iinil  Down  Kdiiiisi;.  supra  nolo 

'*  Kci^iilar  Trading  Hours  couuucuco  al  a:;i0  a.iii. 
i'^astiM'u  Timo.  See  NA.SDAQ  Kiilo  1  lKfl()(a)(2)(}i). 


market  centers.  Accordingly,  the 
Exchange  h(;lieves  it  nece.s.sarv  to 
maintain  some  flexibility  to  make  a 
determination  outside  of  the  thirty  (30) 
minute;  guideline.  In  aelelitie)n.  the; 
Exediange;  ])re)])e)se;s  that  a  trans;ie:tie)n 
that  is  nuljifie;el  pursuant  te;  ne;w 
paragra])h  (g)  we)idel  he  appe;alahle;  in 
ae:e;e)relane:e;  with  the;  pre)visie)ns  eef  Ride 
n800(e:).  In  aeldition.  the;  Exe;hange; 
propei.ses  te)  make;  cle;ar  that  in  the;  e;ve;nt 
that  a  single;  plan  ])roe:e;sse)r  e;xpe;rie;ne:e;s 
a  te;e:hne)logy  or  sy.steans  problem  that 
])re;ve;nts  the  elissemination  of  prie:e; 
hanels,  the;  Exe:hange;  woulel  make  the; 
ele;te;rminatie)n  eif  whether  to  nullify 
transaelions  haseel  on  Rule  118OO(a)-(0. 

The;  Exeliange  believes  that  e:ane:elling 
traeles  that  e)e:e;ur  emlsiele  eif  the;  ])rie:e; 
hanels  disseminateel  pursuant  to  the; 

Flan  is  e:e)nsiste;nt  with  the;  purjiose;  anel 
intent  eif  the  Flan,  as  sue;h  transactions 
are;  not  intenel(;d  to  e)e:cur  in  the  first 
])lae:e;.  If  tran.sae:tie)ns  elo  e)e:e:ur  outsiele;  of 
the;  price;  hanels  anel  nei  e;xe;eptie)n 
a])])iie;s — whie:h  ne;e:e;.ssarily  would  he; 
e:au.se;el  by  a  teelinoleigv  or  svstems 
issue; — then  the;  Exe:hange;  he;lie;ve;s  the; 
ap])re)])riate;  result  is  to  nullify  sue;h 
transaeliems. 

2.  .Statuteiry  Fasis 

The;  Exeliange;  believes  that  its 
proposal  is  exmsistent  with  the; 
reejuireanents  of  the;  Ae:t  anel  the  rule;s 
and  re;gulatie)ns  the;r(;unete;r  that  are; 
applie:al)le;  to  a  natiemal  se;e:uritie;s 
e;xe;hange;,  anel.  in  partieailar,  with  the; 
re;einire;ments  of  .Se;e:tiem  0(h)  of  the;  Ae;t.“ 
In  ])artieailar,  the  jiropeisal  is  e;onsiste;nt 
with  .Seelion  0(h)(.'5)  of  the;  Ae;t,"’ 
he;eauise;  it  wemlel  jireaneite;  just  anel 
e;eiuitahle;  prine:iple;s  of  traele.  remove 
impeelimeaits  to.  anel  ])e;rfe;e:t  the; 
mee:hanism  eif.  a  free;  anel  eipen  market 
anel  a  national  marke;t  sy.stem.  The; 
Exe:hange  believes  that  the;  jiileit 
program  promotes  just  anel  eiejuitahle 
])rinciple;s  of  traele  in  that  it  promotes 
trans])arene;y  anel  uniformity  ae;re)ss 
markets  ea)ne:erning  review  eif 
transae;tions  as  clearly  e;rreine;eius.  More 
spe;e:ifieadly,  the;  Exe:hange  lielieve;s  that 
the  e;xte;nsiein  eif  the;  ]iileit  woulel  help 
assure;  that  the;  eleterminatiein  eif  whether 
a  e:le;arly  e;rreine;eius  traele;  has  eie:ean  re;el 
will  he;  liase;el  ein  e:le;ar  anel  eihje;e:tive; 
e:rite;ria.  anel  that  the;  reseilutiem  eif  the; 
ine:iele;nt  will  eie:cur  preim]itly  through  a 
transparent  iireie:e;ss.  The  preipeiseel  rule 
eliange  woulel  alsei  help  assure 
e;einsisle;nt  re;sults  in  hanelling  erreine;eius 
trades  ae:reiss  the;  U..S.  marke;ts.  thus 
furthering  fair  and  eirelerlv  markets,  the 
preite;e:tiein  of  inveisteirs  anel  the  ]iuhlie; 
inte;re;st.  Altheiugh  the;  Limit  Uji-Limit 
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Down  iMan  will  he  operational  during 
the  same  time  ])erio(i  as  tin;  proposed 
extended  pilot,  the  Exchange  believes 
that  maintaining  the  ])ilot  for  at  least 
through  the  ])hased  implementation  of 
the  Plan  is  oi)erational  will  help  to 
j)rotect  against  unantici])ated 
(:onse(|nences.  To  that  end,  the 
(!xtension  will  allow  the  Exchange  to 
d(!termine  whether  Ride  118tK)  is 
necessary  onci;  the  Plan  is  operational 
and,  if  so,  whether  imjnovements  can  he 
made.  Enrther,  the  Exchange  believes  it 
consistent  with  the  protection  of 
investors  and  the  public  interest  to 
adopt  objective  criteria  to  nullify 
transactions  that  occur  outside  of  the 
Plan’s  price  hands  when  such 
transactions  shonld  not  have  been 
executed  hut  were  due  to  a  systems  or 
technology  issue. 

B.  S(ilf-Ungul(ii()i'y  Organization's 
Statainant  on  Burden  on  Ooinpetition 

The  Exchange  does  not  believe  that 
the  pro])osed  ride  change  imjilicates  any 
comjietitive  issues.  To  the  contrarv.  the 
Exchange  believes  that  EINRA  and  other 
national  securities  exchanges  are  also 
filing  similar  ])ro]K)sals,  and  thus,  that 
the  pro])osal  will  help  to  ensure 
consistent  rules  across  market  ciaitia  s. 

O.  Self-Begnlatorv  Organization's 
Statement  on  Oominents  on  the 
Proposed  Bale  Change  deceived  From 
Members,  Participants,  or  Others 

Written  comments  were  neither 
.solicited  nor  received. 

III.  Date  of  Ell'ectivene.ss  of  the 
Proposeil  Rule  Change  and  Timing  for 
Commission  Action 

Because  the  proposed  rule  change 
does  not  (i)  significantly  affect  the 
jirotection  of  investors  or  the  public 
interest:  (ii)  imjiose  any  significant 
burden  on  comjietition;  and  (iii)  become 
operative  for  3{)  days  from  the  date  on 
which  it  was  filed,  or  such  shorter  time 
as  the  Commission  may  designate  if 
consistent  with  the  protection  of 
investors  and  the  public  interest,  the 
propo.sed  rule  change  has  become 
effective  pursuant  to  Section  19(1))(3)(A) 
of  the  Act  "  and  Rule  19l)-4(0(())(iii) 
thereunder. 

'fhe  Exchange  has  asked  the 
Commi.ssion  to  waive  the  ;t()-day 
ojierative  delay  so  that  the  jiroposal  may 
become  operative  immediately  njion 


"  1.')  ii..s.(:.  78s(i))(:i)(A). 

17  CI'R  240.1!)l)4(l)((>)(iii).  As  rtK|uiri!(l  mulor 
Kul(!  l()t)-4(i)((i)(iii),  till!  |)n)vi(l(!cl  Iho 

Coininissioi)  willi  wrilUiii  nolio!  ol  its  intoiil  to  I'ili; 
llu;  pro|)os(ui  rulo  cliango,  along  with  a  hi  iol 
(loscription  and  tlin  text  ol  tlio  proposed  rulo 
change!,  at  least  live  husiness  days  prior  to  the  date 
ot  filing  of  th(!  pro|)osed  rule  cdiange.  or  such 
shorter  time  as  designated  hv  the  Commission. 


filing.  The  Commission  believes  that 
waiving  fhe  30-d;iy  operative  delav  is 
consi.stent  with  the  protection  of 
investors  and  the  public  interest,  as  it 
will  allow  the  pilot  program  to  continue 
uninterruiited,  thereby  avoiding  the 
investor  confusion  that  could  result 
from  <1  tem|K)rarv  interruption  in  the 
])ilot  prognun.  For  this  reason,  the 
Commission  designates  the  pro])osed 
rule  change  to  he  o])eriitive  u))on 
filing.'-* 

At  any  time  within  (it)  days  of  the 
filing  of  the  proposed  rule  change,  the 
(Commission  summarily  may 
temporarily  susjiend  such  rule  change  if 
it  appears  to  the  (Commi.ssion  that  such 
action  is  necessary  or  appropriate  in  the 
puhlii;  interest,  for  the  protection  of 
investors,  or  otherwise  in  furtherance  of 
the  piirjioses  of  the  Act. 

IV.  Solicitation  of  (Comments 

Interested  per.sons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing, 
including  whether  the  jiroposed  rule 
change  is  consistent  with  the  Act. 
(Comments  may  he  submitted  hv  any  of 
the  following  methods: 

Electronic  Connmmts 

•  Use  the  (Commission’s  Internet 
comment  form  [http://\v\v\v. sec.gov/ 
rnles/sro.shtmiy,  or 

•  Send  an  email  to  ride- 
connnents@sec.gov.  Please  include  File 
Numher  SR-NASDAQ-2()i:t-()22  on  the 
subject  line. 

Paper  Comments 

•  Send  pajier  c.omments  in  trijilicate 
to  Elizabeth  M.  Murjihy,  Secretary. 
Securities  and  Exchange  (Commission, 
100  F  Street  NE..  Washington,  D(C 
20549-1 090. 

All  submissions  should  refer  to  File 
Number  SR-NASDAQ-201C1-022.  This 
file  numher  should  be  included  on  the 
subject  line  if  email  is  u.sed.  To  help  the 
(Commission  jnoce.ss  and  review  your 
comments  more  efficiently,  please  use 
only  one  method.  The  (Commission  will 
|)o.st  all  comments  on  the  (Commission’s 
Internet  Web  site  (httf)://\v\v\v.sec.gov/ 
rnles/sro.shtml).  (Cojiies  of  the 
submission,  all  suh.sequent 
amendments,  all  written  .statements 
with  respect  to  the  |)ropo.sed  rule 
change  that  are  filed  with  the 
(Commission,  and  all  written 
communications  relating  to  the 
jiroposed  rule  change  between  the 
(Commission  and  any  person,  other  than 


‘■‘Foi-  pui'posds  only  of  wiiiviiig  Itii!  :i()-(tay 
oporaliyi!  (totay.  ttio  Coinnii.s.sion  lia.s  al.so 
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tho.se  that  may  he  withheld  from  the 
imhlic  in  accordance  with  the 
jirovisions  of  5  U.S.(C.  552,  will  he 
available  for  Web  site  viewing  and 
printing  in  the  (Commission’s  Public 
Reference  Room  on  official  husiness 
days  between  the  hours  of  10:00  a.m. 
and  3:00  p.m.  (Copies  of  such  filing  also 
will  be  available  for  inspection  and 
cojiying  at  the  jn  incipal  offices  of  the 
Exchange.  All  comments  received  will 
he  posted  without  change:  the 
(Commi.ssion  does  not  edit  personal 
identifying  information  from 
suhmi.ssions.  You  should  submit  only 
information  that  you  wish  to  make 
available  publicly.  All  submissions 
should  refer  to  File  Numher  SR- 
NASDAQ-2()1 3-022,  and  should  he 
submitted  on  or  before  March  1,  2013. 

For  the  (Connnission.  tiy  the  Division  of 
't'rading  and  Markets,  pursuant  to  delegated 
authority.'-' 

Kevin  M.  O’Neill. 

Deputy  Secretary. 
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SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-68822;  File  No.  SR-ISE- 
2013-12] 

Self-Regulatory  Organizations;  Notice 
of  Filing  and  Immediate  Effectiveness 
of  Proposed  Rule  Change  by 
International  Securities  Exchange,  LLC 
To  Amend  ISE  Rule  2128  Relating  to 
Clearly  Erroneous  Trades 

Fohrnary  4,  201  :t. 

Pursuant  to  Suction  19(h)(1)  of  thu 
Sucuritius  Exchangu  Act  of  1934  (thu 
“Act”).'  and  Rule  19h-4  thuruimilur,- 
noticu  is  huruhy  givun  that  on  Fuhruary 
1,  2013,  thu  Inturnational  Sucuritius 
Exchangu,  LLC  (thu  "Exchangu”  or  thu 
“ISE”)  filud  with  thu  Sucuritius  and 
Exchangu  Commission  (thu 
“Commission”)  thu  proposed  rulu 
changu  as  duscrihud  in  hums  1  and  11 
hulow,  which  itums  havu  huun  jiruparud 
by  thu  sulf-rugulatory  organization.  Thu 
Commission  is  publishing  this  noticu  to 
solicit  communts  on  thu  pro|)o.sud  rnlu 
changu  from  inturustud  persons. 

I.  Sulf-Rugiilatory  Organization's 
Statumunt  of  the  Terms  of  Siil]stanc:u  of 
the  Proposed  Rule  Change 

The  Exchangu  |)ro])ose.s  to  amund 
Rulu  2128  ((dearly  Erroneous  Trades)  to 
extend  thu  expiration  of  thu  pilot  rulu. 
Thu  Exchangu  al.so  projiosus  to  adopt 


17  CFR  2lHI.;U)-:i(ii)(12). 
I  15  ll..S.(:.  78s(l))(l). 

M7  CFR  24().1<)l)-4. 
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new  paragraph  (i)  to  Rule  2128  in 
connection  with  the  iijjcoining 
operation  of  tlie  Flan  to  Addre.ss 
Kxtraordinarv  Market  Volatility 
Pursuant  to  Rule  808  of  Regulation  NMS 
under  tin;  Act  (the  ‘‘Limit  Ili)-Liinit 
Down  Plan”  or  “Plan”). ' 

The  text  of  the  proposed  rule  change 
is  available  on  the  Lxchange's  Internet 
Wei)  site  at  httf)://\\  \\  \v.is(i.coni.  at  the 
|)rincipal  office  of  the  Exchange,  and  at 
the  (ionnnission's  Public  Reference 
Room. 

II.  Self-Regulatorv  Organization's 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
(ihange 

In  its  filing  with  the  (Commission,  the 
self-regulatory  organization  included 
statements  concerning  the  purpo.se  of. 
and  basis  for.  the  ])roposed  rule  change 
and  discus.sed  any  comments  it  received 
on  the  ))ropo.st:d  rule  change.  The  text 
of  these  statements  may  he  examined  at 
the  ])lace.s  specified  in  Item  IV  below. 

The  self-regulatory  organization  has 
prepared  summaries,  set  forth  in 
.sections  A.  B  and  (C  below,  of  the  mo.st 
significant  aspects  of  such  statements. 

A.  S(;lf-I{a}>iil(itor\’  ()r‘>(tniy.at ion’s 
Sldtonunit  oft  ho  Purposo  of.  and 
Stotiitorv  Basis  for.  tho  Proposocl  Bale 
C.han^’o 

1.  Pnrjxj.se 

The  Exchange  proposes  to  amend  ISE 
Rule  2128  ((Clearly  Erroneous  Trades)  to 
extend  the  expiration  of  the  ])ilot  rule  to 
.September  80.  2018  and  to  ado])t  new 
paragraph  (i)  to  Rule  2128  in  connection 
with  u|)coming  o])eration  of  the  Limit 
I  Ip-Limit  Down  Plan.  Amendments  to 
LSE  Rule  2128  to  provide  for  uniform 
treatment  of  certain  clearly  erroneous 
execution  reviews  in  mnlti-stock  events 
involving  twenty  or  more  .securities  and 
in  the  event  transactions  occur  that 
result  in  the  issuance  of  an  individual 
.stock  trading  ])ause  hv  the  ])rimarv 
market  and  snh.secpient  transactions  that 
occur  before  a  trading  pause  is  in  effect 
on  the  Exchange  were  approved  hv  the 
(Commi.ssion  on  .September  10.  2010  on 
a  pilot  basis  to  end  on  April  1 1 . 201 1 . ' 
The  Exchange  then  extended  this  pilot 
to  ex|)ire  upon  the  earlier  of  August  1 1 . 
201 1  or  the  date  on  which  the  limit  up/ 
limit  down  mechanism  to  address 

‘  .Sii;  .S(!<:iiritii!S  l•\(llil^■>(!  Act  kdiMst;  No.  (i7(lin 
(\t;iv  31. 2012).  77  I  K  334<m  (limoO.  2012)  (llii! 
"I.iniil  llp-t.iiiiit  Down  Kdoiisi!"). 

^  .S'(Y‘  .S(H:iirili(!s  Kxdiiiii”!!  Act  Roloiiso  Nos.  (i2KK(> 
(.S(!pli!mlH!r  10.  2010).  7.'i  l-K  .30013  (.S<!i)t<Mnl)or  10. 

2010)  (SK-I.Si;-2010-02)  (Kxli^iulins  tin;  pilot 
p(!riocl  lo  Docomhor  10.  2010):  03401  (Oocoiiilxir  0. 
2010).  7.3  FR  7827.3  (0(H:i!inl)(!r  1.3.  2010)  (Fxloiuiin^ 
I Ih!  pilot  period  to  April  11.2011). 


extraordinarv  market  volatilitv  ;i})plii!s.'’ 
The  Exchange  then  extended  the  pilot  to 
jiinuarv  81. 2012  •’  and,  once  again, 
extended  the  jiilol  to  )ulv  81. 2012.7  On 
)uly  27.  2012.  ISE  Rule  2102  isic|  was 
ameiuled  to  extend  the  ])ilot  to  Fehrnary 
4.  2018."  The  Exchtmge  now  jiroposes  to 
extend  the  date  by  which  this  |)ilot  rule 
will  (txpire  to  Sttptemher  80.  2018. 
which  is  the  d;tte  that  the  Exchange 
anticipiites  thitt  the  pha.sed 
imphtmentation  of  the  l.imit  Up-Limit 
Down  Plan  will  ht;  coinjilete. 

As  exjihiined  in  further  detail  below, 
although  the  Limit  Up-Limit  Down  Plan 
is  intended  to  prevent  executions  that 
would  need  to  be  nullified  as  clearlv 
erroneous,  the  Exchange  believes  that 
certain  jirotections  should  be 
maintained  while  the  industry  gains 
initial  exiierience  ojieraling  with  the 
Limit  Up-Limit  Down  Plan,  including 
the  provisions  of  Rule  11.17  that 
currently  ojierate  as  a  pilot. 

Proposod  Lindt  I  tp-Limit  Down 
Provision  to  Bnlo  11 .17 

The  Exchange  jiroposes  to  adopt  new 
paragra])h  (i)  to  Rule  2128,  to  jirovide 
that  the  existing  provisions  of  Rule  2128 
will  continue  to  a|)])ly  to  all  Exchange 
transactions,  including  transactions  in 
securities  .sul)jei:t  to  the  Plan,  other  than 
as  set  forth  in  jiroposed  paragraph  (i). 
Accordingly,  other  than  as  jiroposed 
below,  the  Exchange  pro|)oses  to 
maintain  and  continue  to  apjilv  the 
(dearly  Erroneous  trade  standards  in  the 
same  way  that  it  does  today.  Notably, 
this  means  that  the  Exchange  might 
nullify  transactions  that  occur  within 
the  jirice  bands  dis.seminated  ])nrsuant 
to  the  Limit  Up-Limit  Down  Plan  to  the 
extent  such  tran.sactions  (|ualily  as 
clearly  erroneous  under  existing  t:riteria. 
As  an  example,  assume  that  a  Tier  1 
security  pursuant  to  the  Plan  has  a 
reference  price  pursuant  to  both  the 
Plan  and  Rule  2128  of  .Si  (K). 00.  The 
lower  pricing  hand  under  the  Plan 
would  be  S9.5.00  and  the  u])])er  juicing 
band  under  the  Plan  would  he  SlO.I.OO. 
An  execution  could  occur  on  the 
Exchange  in  this  .securitv  at  .$00. 00,  as 
this  is  within  the  Plan’s  juicing  hands. 
However,  if  subjected  lo  review  as 
jiotentially  clearlv  erroneous,  the 
Exchange  would  nullify  an  execution  at 

■  .SV.'c  .Si!(;\ii  ilii!s  and  Rxchanan  Act  Ridnasc  Nn. 
(i4231  (.April  7.  2011).  7(i  I  R  20733  (April  13.  2011) 
(.SR-I.Si:-2011-1>l). 

'■  .SV.v:  .Sneurilios  and  INchaiiHn  Act  Rnlnasn  No. 
(i.30(il  (Aiiaiist  0.  201  I ).  70  FR  ,30,303  (August  15. 

2011)  (.SR-I.SF-201  1-.31). 

^  .SV’o  Siicurilios  and  l■N(:hang(!  Act  Rolnasc  No. 
(i02.3.3  (lanuarv  2(i.  2012).  77  I'K  .3001  (F(!l)rnarv  1. 

2012)  (.SR-I.Si;-2012-04). 

"  Siu'  .S(!c:nritios  Fxcliango  Act  Rithiasn  No.  07.320 
duly  27.  2012).  77  FR  40.332  (August  3.  2012)  (.SR- 
I.Si:-2012-07). 


.$9().()()  as  clearly  erroneous  because  it 
exceeds  the  8%  threshold  that  is  in 
j)lace  juirsuant  to  Rule  2128(c)(1)  for 
.securities  juiced  above  S.'iO.OO  (i.o..  with 
a  reference  jirice  of  Si  OO. 00.  any 
transactions  at  or  below  .$07.00  or  tibove 
.$108.00  could  1)(!  nullifiiul  iis  clearlv 
erroneous).  Accordingly,  this  jirojiosiil 
maintains  the  status  (juo  with  resjiect  to 
ntviews  of  (ile.irly  Erroneous  Executions 
<md  the  ajijilication  of  objective 
numerical  guidelines  by  the  Exclnuige. 
The  ju'ojio.sal  does  not  increase  the 
discretion  afforded  to  the  Exchangt;  in 
connection  with  reviews  of  (ilearly 
Erroneous  Executions. 

The  Limit  Uj)-Limit  Down  Plan  is 
designed  to  juevent  executions  from 
occurring  outside  of  dynamic  jjrice 
bands  disseminated  to  the  jnihlic  by  the 
single  jilan  juocessor  as  defined  in  the 
Limit  Uj)-Liinit  Down  Plan."  The 
jiossihility  remains  that  the  Exchange 
could  exjierience  a  technology  or 
systems  juohlem  with  resjiect  to  the 
imj)lementation  of  the  ju  ice  hands 
disseminated  juirsuant  to  the  Plan.  To 
address  such  jiossihilities.  the  Exchange 
jirojioses  to  adojit  language  to  make 
cletir  thiit  if  an  Exclnmge  lechnologv  or 
systems  issue  results  in  any  tran.saction 
occurring  outside  of  the  ju  ice  htnids 
dis.seminated  juirsuant  to  the  Plan,  an 
(Ifficer  of  the  Exchange  or  senior  level 
emj)loyee  designee,  acting  on  his  or  her 
own  motion  or  at  the  reijnesl  of  a  third 
jiarty.  shall  review  and  declare  anv  such 
trades  null  and  void.  Ah.sent 
extraordinary  circumstances,  any  such 
action  of  the  Officer  of  the  Exchange  or 
other  senior  level  emjiloyee  designee 
shall  he  taken  in  a  timelv  fashion, 
generally  within  thirty  (80)  minutes  of 
the  detection  of  the  erroneous 
transaction.  When  extraordinary 
circumstances  exi.st,  any  such  action  of 
the  Officer  of  the  Exchange  or  other 
senior  level  emjiloyee  designee  must  he 
taken  by  no  later  than  the  start  of 
Regular  Market  Session  on  the  trading 
day  following  the  date  on  which  the 
exec:ution(.s)  under  review  occurred. 
Although  the  Exchange  will  act  as 
ju'omjitly  as  jiossihle  and  the  j)roj)osed 
objective  standard  [i.o..  whether  an 
execution  occurred  outside  the  hand) 
should  make  it  feasible  to  (juickly  make 
a  determination,  there  may  be 
circumstances  in  which  additional  time 
may  he  needed  for  verification  of  facts 
or  c:oordination  with  outside  jiarties, 
including  the  single  j)lan  jirocessor 
resjionsihle  for  disseminating  the  ju  ice 
hands  and  other  market  centers. 
Accordingly,  the  Exchange  believes  it 

''.SV'c  l.imil  Ui)-I.iinit  Down  Rnliiaso.  stiimi  nolo  3. 

"'Ro»nlar  Maikol  .Sossion  comnionco  (sic]  at  ():3() 
a. in.  ikistorn  'I'inio.  .Soc  KSF  Rnlos  2102  and  2100. 


r  kn  .  ?  /  rioxibilifv  to 

i.ik(,  c  (lotorniination  ontsido  oftho  ‘ 
thirty  (30]  mimito  guidolinc.  In 
jiddilioiu  llu;  Exfduingo  ijroposns  that  a 
t  .insac;tion  that  is  mdlifiod  pursuant  to 
(ivv  jiaragraph  (i]  woidd  ho  appoalahio 

>n;K:,:,,r(lau(;o  with  th.)  provisions  c, I  ' 

Kulo  212f5(o}(2].  In  addition,  tho 
jX‘diango  proposos  to  ,nako  cloar  that  in 
'l’«‘>v(mtthatasingloplanpro,;ossor 
|ix,^nonc:os.H,u;hnology(,rsvstcnns 

pioliloin  that  pnwonts  tho  dissoniination 

nnko'th  'T't  woidd 

iiic  ko  tlu,  dotorinniation  of  whotlior  to 

z12«(a]-(h). 

tr-.dos  lioliovos  that  cancelling 

1  Cldcs  t liat  occur  outside  of  the  price 
icinds  disseminated  jmrsiiant  to  the 
J  Ian  IS  consistent  with  the  purpose  and 

•in  not"-  'i d'aiisactions 
cue  not  intended  to  occur  in  the  first 

p  a(,e.  tran.sactions  do  occur  outside  of 
till;  price  hands  and  no  exception 
apiihes— which  nec-essarilv  would  he 
caused  liy  a  technologv  or  systems 
issue-then  the  Exchange  believes  the 
approiiriate  result  is  to  imllifv  such  ' 

transactions.  , 
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2.  Statutory  Oasis 

The  statutory  basis  for  the  jiroposed 
i  iile  {  hange  is  Section  fi(h](r,)  of  the 
Act  which  nupiires  the  rules  of  an 
exchange  to  jnomote  just  and  einiitahle 
prmciiiles  oI  trade,  to  remove 
"iipodimentstoand  perfect  the 
'"'•;-hanism  of  a  free  and  open  market 
and  a  national  market  .system  and,  in 
general,  to  iirotect  inve.stors  and  the 

i;;:  ;‘'^"le'<ist.  The  Exchange  hel^ 
hat  the  pilot  program  jiroinotes  just  and 
eiiuitahle  principles  of  trade  in  that  it 
piomotes  transparency  and  uniformitv 
Cl  OSS  markets  concerning  review  of 
traicsactions  as  clearly  erroneous.  More 
specifically,  the  Exchange  believes  that 
the  extension  of  the  pilot  would  hehi 
■  'h'"  H  determination  of  whether 

u  dl  he  based  on  clear  and  objective 
eiiteria,  and  that  the  resolution  of  the 
incident  will  occur  jironiptlv  through  a 
t  .insparent  process.  The  projiosed  nile 
change  would  also  heljj  assure 

eonsistent  results  in  handling  erroneous 

h'^Kles  across  the  lJ.S.niarketl  thus 

hnthermg  fair  and  orderly  markets  the 
piotection  of  investors  and  the  public 
intere,sl  Although  the  Eimit  IJp-Eimit 
/own  I  Ian  will  he  oiierational  during 
hi;  same  time  period  as  the  propo.sed 
-xtonded  pilot,  the  Exchange  believes 
hat  maintaining  the  pilot  for  at  least 

^  hnjilementation  of 

the  I  Ian  IS  oiierational  will  help  to 
protect  against  unanticipated 

"  l.”")  U-.S.C.  781(I)){.5). 


■'  to  ixin.seiiuences.  To  that  end.  the 

extension  will  allow  the  Exchange  to 
determine  whether  Rule  2128  is 

"  Exchange  hidi.wes  it 

(  on.si.stent  with  the  protection  of 
anil  the  public  interest  t^^ 
ciilojit  ol))ective  criteria  to  imllifv 
nni.sactions  that  occur  outside  of  the 
I  kin  s  price  hands  when  such 
>11  Inm.sactions  .should  not  have  been 

n.  Self-Ut^.ulatoiy  OrganiyMt ion's 
ig  SUitonwnt  on  Bnrdon  on  Compotition 
khe  iiroiiased  rule  change  does  not 
inipose  any  burden  on  competition  that 

I  o' nooos.siny  or  appropriate  in 

hntherance  of  the  purjioses  of  the  Act. 

)f  ‘^^//Tfegu/uto/y  Organization 's 

Stateinont  on  Conniwnts  on  tho 
Iroposad  Ijnh  Chango  Roceivad  From 
Moinbars.  Participants,  or  Others 

The  Exchange  has  not  solicited,  and 
j  oes  not  intend  to  .solicit,  comments  on 

Ins  Jiroposed  rule  change.  'I’he 
Exchange  has  not  received  anv 

•in.solicited  written  comments  from 
■niimliers  or  other  interested  parties.  i 
HI.  Date  of  Effectiveness  of  the 

Proposed  Rule  Change  and  Timing  for 
f-oininission  Action  ” 

Rocau.se  the  propo.sed  rule  chan<>e  5 
lions  not  (i)  Significantly  affect  the”  1 

piotection  111  inve.stors  or  the  pulilic  2 

inli;n;.st;(ii)i,npo,se  any  .significant 

liorilnn  on  com]ietition:  and  (iii)  hei  oiiie  h 

'd>on.tivefor3()daysfronithe(lateon  n 

•'is  the  r  •‘^iiorter  time  si 

as  the  (.ommission  may  designate  if  f’ 

oonsistent  with  the  protection  of 

investor.s  and  the  pulilic  interest,  the  oi 

pnipjised  rule  change  has  become  " 

i;  fective  pursuant  to  Section  19(li](3](A)  n 

Hinit  ni 

The  Exchange  has  asked  the 
Commission  to  waive  the  3()-dav 
."Iterative  delay  .so  that  the  jiroiio.sal  mav 
become  operative  immediatelv  luion  ‘  r ^ 

bbng.  I  he  Commission  believes  that 
waiving  the  30-day  operative  delay  is  '  ” 

eonsi.stent  with  the  protection  of  ' 

inviistors  and  the  pulilic  interest,  as  it  o" 

will  allow  the  pilot  program  to  continue  '' 
^■"'"'arrupted,  thereby  avoidino  the 

investor  confusion  that  could  result 


Iroin  a  temporary  interruption  in  the 

pilot  program.  For  this  reason,  the 

(-ommi.ssion  designates  the  jirojiosed 

‘  filing  niHin 

At  any  time  within  00  days  of  the 
filing  (Tthe  projio.sed  rule  change,  the 
Comim.ssion  .summarily  mav 
tiiniporarily  suspend  such  rule  change  if 
It  appears  to  the  Commission  that  such 
cii.tion  IS  nece.ssary  or  ajipropriate  in  the 

;;  ;  i;- Interest  for  the  protection  of 

nvi;.stor.s.  or  othenvise  in  furtherance  of 

tbopurpo.sesofthe  Act. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
■snliimt  written  data,  views,  and 
arguments  concerning  the  foregoing 
",»-'^'‘Jnig  whether  the  propo.sed  rufe 
ofiange  is  eonsi.stent  with  the  Act. 
Coininents  may  he  suliinitted  by  anv  of 
the  following  methods; 

Flactroni c  Cjonnnen ts 

•  Use  the  Conmiission's  Internet 
comment  form  ihttp:/Avmy.scc.<>ov/ 
iidcs/sro.shtnd)-,  or 

•  Send  an  email  to  rnJe- 
connncnts@scc.gor  Plea.se  include  File 

Nu,„l,„,SK-,,SE-20,:,-,2„„l|K..s,,l,iM 


i.i  7«.s(i,)(a)(A). 

■'•''lai.v.l  un.lor 

f  •  .  /***^u*it**i].  ino  rAchiinot;  provided  ihi* 

■oinnass.,,,,  uilh  ivriti.n  nolicM.l'ii.s  in  ™  ',1,.. 

?  . 

•  "nu!  a.s  (losiKnal.Hl  l.v  Iho  (;„„„ni.s.si„n. 


Paper  Oonnncnts 

.  P‘*Pnr  coininents  in  trijilicate 

fi)  Elizabeth  M.  Murphy.  Secretary 

and  Exchnns, ,11, ission. 

100  h  Street  NE..  Washington,  DC 
20549-1 opo. 

/^l  .siilinii.s.sions  should  refer  to  File 
;  Numlier  SK-hSE-2()i:i-i2.  This  file 
numher  should  he  included  on  the 
siihicct  hue  if  email  is  used.  To  help  the 
Comim.ssion  process  and  review  your 
i-omments  more  efficientlv.  jilea.se  u.se 

'''ill 

Intum.l  \v,.l)  siti. 
iiilc.s/.sro.shtinl).  Cojiies  of  the 
.siihmi.ssion.  all  .suhseiiuent 
amendments,  all  written  statements 
with  respect  to  the  propo.sed  rule 
(-■liange  that  are  filed  with  the 
Commi.s.sion,  and  all  written 
i.ommunications  relating  to  the 
projio.sed  rule  change  between  the 
Comim.s.sion  and  any  person,  other  than 
tbi  .se  that  may  he  withheld  from  the 
piu)lic  111  accordance  with  the 

P<'ovi.sion.sof5lJ.S.C.  5.52.  will  he 
available  for  Web  site  viewing  and 
punting  m  the  Comini.ssion’s  Pulilic 
Kolerence  Room  on  official  business 
Hays  lietween  the  hours  of  lo.oo  a.m. 

' '  I'lir  |)ur|)()st!.s  ()nl\  ol  \viii\  in<>  IIk-  .Kl-dju’ 

. . . . 
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and  8:00  jj-ni.  (;o])ios  of  such  filing  also 
will  be  available  lor  inspection  and 
copying  at  the  ])rin(;i|)al  offices  of  the 
Kxchange.  All  comments  received  will 
be  |)osted  without  change:  the 
Oommi.ssion  does  not  edit  personal 
identifying  information  from 
snbmi.ssions.  Yon  should  submit  only 
information  that  yon  wish  to  make 
available  jinblicly.  All  submissions 
should  refer  to  Idle  Number  .SR-ISF- 
2018-12,  ami  should  be  submitted  on  or 
before  March  1. 2018. 

I’er  the  (Commission.  l)\  the  Division  of 
Trading  and  Markcds.  pursnani  lo  ddiigaUHl 
aiitliority.'^* 

Kevin  M.  O'Neill. 

Drpiily  Stu:r(!t(ny. 

11-K  Doc.  201:1-1)2845  Filed  2-7-i;i:  H;45  am) 

BILLING  CODE  8011-01-P 

SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-68823;  File  Nos.  SR- 
BSECC-201 2-002;  SR-BX-201 2-075;  SR- 
N ASDAQ-201 2-1 42;  SR-Phlx-201 2-1 42; 
SR-SCCP-2012-02] 

Self-Regulatory  Organizations;  Boston 
Stock  Exchange  Clearing  Corporation; 
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I.  Introduction 

On  nocombor  151.  2012.  Boston  Stock 
Kxchango  (Soaring  (Corporation 
(“BSKCC").  NASDAQ  OMX  BX.  Inc. 
(“BX").  the  NASDAQ  Stock  Market  LLC. 
(“NASDAQ").  NASDAQ  OMX  BHLX 
LLC  (“Phlx"),  and  flu:  Stock  Clearing 
(Corporation  of  Philadelphia  (“.S(C(CP” 
and.  together  with  BSE(C(C.  BX, 
NASDAQ  and  Phlx.  the  “SROs"  or 
",Self-Regulatory  Subsidiaries"),  filed 
with  the  .Securities  and  Exchange 
(Commission  (“(Commission"),  pursuant 
to  .Section  15)(b)(l) '  of  the  .Securities 
Exchange  Act  of  15)84  (“Act”),-  and 
Rule  15)l)-4  thereunder,*  proposed  rule 
changes  with  resjiect  to  the  amendment 
of  the  bv-laws  (“NASDAQ  OMX  Bv- 
Diws")  of  the  NASDAQ  OMX  Croii]). 
Inc.  (“NA.SDAQ  OMX”),  the  parent 
company  of  the  SROs.  The  ])ro|)osed 
rule  changes  were  ])nblished  for 
comment  in  the  Federal  Register  on 

'  ■  17  CFK  20(),:i0-;i(ii)(12). 

'  15  n..s.(;.  78s(l))(i). 

M5  U.S.C.  78ii. 

'17(;FK  240.1‘|1)-4. 


December  81. 2012  with  resiiect  to  the 
BX.  NASDAQ  and  Phlx  iirojmsals  and 
on  lannarv  2,  2018  with  respect  to  the 
.S(C(CP  ami  B.S1'C(C(;  iiroposals.*  The 
(Commission  received  no  commeiit 
letters  on  the  jiroposals. 

The  (Commission  has  reviewed 
carefully  the  propo.sed  rule  changes  and 
finds  that  the  pro|)osed  ride  changes  are 
consi.stenf  with  the  requirements  of  the 
Act  and  the  rules  and  regulations 
thereunder  a|)|)licat)le  to  a  national 
securities  exchange  in  the  case  of  the 
proposals  hy  BX.  NA.SDAQ  and  Phlx 
and  to  a  clearing  agency  in  the  ca.se  of 
the  projKisals  by  BSE(C(C  and  .S(CCP.''  In 
particular,  the  (Commi.ssion  finds  that 
the  ])roposed  rule  changes  by  BX, 
NA.SDAQ  and  Phlx  are  consistent  with 
.Section  0(b)(1)  of  the  Act,*’  which, 
among  other  things,  requires  a  national 
securities  exchange  to  be  so  organized 
and  have  the  capacitv  to  be  able  to  carrv 
out  the  purposes  of  the  Act  and  to 
comply,  and  enforce  comjiliance  bv  its 
members  and  per.sons  a.ssociated  with 
its  members,  with  the  provisions  of  the 
Act,  the  rules  and  regulations 
thereunder  and  the  rules  of  the 
exchange,  in  addition,  the  (Commi.ssion 
finds  that  the  proposed  rule  changes  by 
BX.  NA.SDAQ  and  Phlx  are  consistent 
with  .Section  ()(b)(.'))  of  the  Act,^  which, 
among  other  things,  reipiires  that  the 
rules  of  the  exchange  be  designed  to 
prevent  fraudulent  and  manipulative 
acts  and  |)racfices,  to  ])romote  just  and 
equitable  jirinciiiles  of  trade,  lo  foster 
coojieration  and  coordination  with 
persons  engaged  in  regulating,  clearing, 
.settling.  ])roce.ssing  information  with 
respect  lo,  and  facilitating  transactions 
in  .securities,  lo  remove  impediments  to 
and  perfect  the  mechanism  of  a  free  and 
open  market  and  a  national  market 
system,  and,  in  general,  to  protect 
investors  and  the  public  interest.  The 
(Commission  also  finds  that  the 
pro])o.sed  rule  changes  bv  B.SEC(C  and 
.SCC(CP  are  consistent  with  .Section  17A  of 
the  Act,"  which,  among  other  things, 
reipiires  that  the  rules  of  a  clearing 
agency  are  designed  to  facilitate  the 
])rom])f  and  accurate  clearance  and 
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(D(H:(!mlM!i-  21. 2012).  77  FR  77i;i7  (D(!(:(!ml)or  111. 
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■  In  a|ii)r()viii;>  Ilia  proposad  riila  cliaii^a.s.  Ilia 
CoinniisKinn  lias  ennsidarad  lliair  impact  on 
alliciancv.  compalilion.  and  capital  rormalion.  .S’r.'c 
15  U.S.C.  78c(i). 

'■15  U.S.C.  78l(l))(l). 

-  15  U.S.C.  78U1))(5). 

"15  U.S.C.  78(|-l(l))(:i)(F). 


.settlement  of  securities  transactions 
and.  to  the  extent  applicable,  derivative 
agreements,  contracts,  and  transactions, 
to  assure  the  safeguarding  of  .securities 
and  funds  in  its  enstodv  or  control  or  for 
which  it  is  responsible,  and  to  protect 
investors  and  the  public  interest. 

II.  Discussion  and  (Commission 
Findings 

Definitions  of  Directors 

file  SROs  are  ])ropo.sing  amendments 
to  provisions  of  the  NA.SDAQ  OMX  By- 
Laws  iiertaining  to  the  compositional 
requirements  of  the  Board  of  I3ireclors 
of  NASDAQ  OMX  (“NASDAQ  OMX 
Board").  The  .SROs  iiropo.se  lo  amend 
the  definition  of  “Indu.strv  Director.” 
Under  the  propo.sed  definition,  an 
Indu.strv  Director  and  “Industry 
committee  member”"  will  be  liefined  as 
a  Director  who:  (1)  Is,  or  within  the  last 
year  was,  or  has  an  immediately  family 
member  who  is.  or  within  the  last 
year  was,  a  member  of  a  .Self-Regnlatorv 
.Subsidiary:  ' '  (2)  is.  or  within  the  last 
year  was.  ein])loyed  by  a  member  or  a 
member  organization  of  a  .Self- 
Regulatory  .Subsidiary: (8)  has  an 
immediate  family  memher  who  is,  or 
within  the  last  year  was.  an  executive 
officer  of  a  member  or  a  member 
organization  '  *  of  a  .Self-Regnlatorv 
.Subsidiary:  (4)  has  within  tlie  last  year 
received  from  any  member  or  member 
organization  of  a  .Self-Regnlatory 

''  Till!  Inrni  “coinmilloi!  inoinl)(!i"  in  tlin  NA.SDAQ 
()M.\  l!y-l.iiiv.s  rninrs  to  nioinlior.sliip  in  tlio 
connniltnn.s  aniliori/nd  inulnr  .Snclion  4.i:i  ol  llin 
Hy-I.ii\vs.  snc:li  as  llin  INncntivi!  Coinmiltnn  and  llin 
Aiulil  Connnilliu;.  Under  llie  NA.SD.AQ  OMX  lly- 
l^nvs  and  llin  Delawari!  Cnneral  Corporal  ion  Law. 
all  nininlinrs  ol  connnitlees  willi  llu:  power  and 
anlliorily  to  acl  on  lieliall O)  llie  N.X.SDAQ  OMX 
Board  in  llie  inan:i‘>emenl  ol  llie  liusiness  and  allairs 
oi  NA.SDAQ  OMX  inusl  lliemseli  es  lie  Directors. 
Accordingly,  llie  definitions  of  ■  Indnslry  Director" 
and  "Indnslry  coniiniltee  nieinlier"  are  coterniinons 
as  applied  lo  anv  nienilierofllie.se  conimitlees.  The 
NASDAQ  OMX  By-Laws  do  not  presently 
conleinplate  anv  coniinillees  with  non-Direclor 
nienihers. 

'"A  definition  of  "immediate  family  memher" 
will  he  added  to  the  NA.SD.AQ  OMX  liv-Laws  as 
follows:  "■Immediale  faniilv  memher'  means  a 
person's  spouse.  |iarents.  children  and  sihlings. 
whether  hy  hlood.  marriage  or  adoption,  or  anyone 
residing  in  such  iierson's  home."  The  definilion  is 
identical  to  (he  definilion  of  "faniilv  memher  " 
contained  in  NA.SDAQ  listing  standards,  as 
provided  in  NA.SDAQ  Rule  5()()5. 

"This  provision  will  ajiply  loan  individual  that 
is  or  was  a  memher  of  Phlx.  (he  onlv  .Self- 
Regulatorv  .Snhsidiarv  that  allows  natural  persons 
to  liecome  nienihers. 

hroker-dealer  dial  is  admitted  to  memhership 
in  I’hlx  is  referied  lo  as  a  ''memher  organization:" 
hroker-dealers  admitted  to  memhership  in  the  other 
.Self-Regnlatorv  .Suhsidiaries  are  referred  lo  as 
"nienihers." 

' '  .\n  "lixeculive  Offie:ei"  of  a  memher  or  memher 
organization  means  those  officers  covered  in  Rule 
l(ia-l(0  under  the  Acl.  as  if  the  memher  or  memher 
organi/.alion  were  an  issuer  within  the  meaning  of 
such  Rule.  17  CFR  240.  Itia-llfi. 
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Sul).sidiary  niDi  o  tlian  SIOO.OOO  l)er  year 
ill  direct  comiJensation,  or  received  i 

I'roin  such  lueinbers  or  lueniher  t 

organizations  in  tlie  aggregate  an  t 

amount  of  direct  comiiensation  that  in 
any  one  year  is  more  than  10  iiercent  ol  ( 

the  Director's  annual  gross  ' 

(:()nil)tMisati()n  tor  suoli  yoar,  (^xoluding  < 
in  eacli  case  director  and  committee  fees  i 
and  pension  or  other  forms  of  deferred 
compensation  ior  prior  service 
(provided  sucli  comiiensation  is  not 
contingent  in  anv  way  on  continued 
service);  or  (fi)  is  affiliated,  directly  or 
indirectly,  with  a  memher  or  member 
urganization  of  a  Sell-Regulatory 
Sulisidiarv. 

Ac;cording  to  the  SROs.  the  current 
definition  of  Industry  Director  foc.uses 
on  a  Director’s  affiliation  with  any 
broker-dealer,  regardless  of  whether  the 
broker-dealer  is  a  memher  or  member 
organization  of  a  Self-Regulatory 
Sulisidiarv.  and  features  a  three-year 
•‘look-hack”  jieriod  during  which  a 
Director  formerly  associated  with  a 
broker-dealer  woulil  continue  to  he 
deemed  an  Industrv  Director.' ' 

Acc:ording  to  the  SROs.  the  jiixipo.sed 
definition  of  Industry  Director  is  less 
re.strictive  than  the  current  definition 
but  will  continue  to  serve  the  iiui’iiose 
of  ensuring  that  memhers  and  menihei 
(irganizalions  of  Sell-Regulatory 
Subsidiaries  '‘'—the  self-regulatory 
organizations  owneil  by  NASDAQ 
OMX— do  not  have  disproportionate 
influence  on  its  governance."* 

Moreover,  the  SROs  state  that  the 
change  is  warranted  to  ensure  that  the 
definition  of  Industry  Director  is 
apjiropriatel V  locused  on  the  mitigation 
of  potential  conflicts  ol  interest 
associated  with  Directors  who  are 
caurently  or  were  very  recently 
emjiloved  hv  memhers  or  menihei 
organizations  of  Self-Regulatory 
Subsidiaries,  or  that  otherwise  have 
material  affiliations  with  such  memhers 
or  memher  organizations,  without 
unnecessarilv  restricting  highly 
qualified  individuals  with  extensive 
knowledge  of  the  financial  services 
industrv  from  serving  on  the  NASDAQ 
OMX  Hoard.’'  Further,  the  SROs  note 
that  NASDAQ  OMX  is  incorporating 
concejits  from  recently-a]i]iroved 
changes  to  the  Independence  Polic:y  of 
NYSE  Euronext. 


In  addition,  the  SROs  jirojicise  at 

changes  to  other  definitions  aiijilicalile  d( 
to  categories  of  Directors.  Specifically,  ni 
the  SROs  jjropose  to  add  a  definition  ol  hi 
“Staff  Director”  as  "an  officer  of  the  ai 

('■ori)oration  that  is  .serving  as  a  o 

Director.”  Accoriling  to  the  SROs.  this  n 
change  will  further  restrict  the  numher  o 
of  possible  Staff  Diret.tors  in  instances  c 
where  the  NASDAQ  OMX  Hoard  is  i 

smaller  than  ten  Directors,  while  s 

retaining  the  current  limit  of  two  Staff  t 
Directors  for  a  larger  NASDAQ  OMX  ^ 

Hoard.-"  ^ 

The  SROs  akso  propose  to  add  a  1 

definition  of  “Issuer  Director”  and  i 

“Issuer  committee  memher”  as  “a  1 

Director  (excluding  any  Staff  Director)  i 

or  committee  meml)er  who  is  an  officer 
or  eni])lovee  ol  an  issuer  of  sec.urities 
listed  on  a  national  securities  exc.hange 
operated  hy  any  Self-Regidatory 
Subsidiary,  excluding  any  Director  or 
committee  memher  who  is  a  direcUn-  of 
such  an  issuer  hut  is  not  also  an  officer 
or  emplovee  ol  such  an  issuer. 

According  to  the  SROs.  the  exclusion  of 
Staff  Directors  from  the  definition  is 
necessary  hecau.se  NASDAQ  OMX  is 
listed  on  NASDAQ,  hut  the  purpose  of 
the  NAS13AQ  OMX  15y-l.aws  in 
nupuring  issuer  representation  to 
promote  a  div(;rsity  of  vi(!wpoinls 
among  Directors  would  not  he  well 
serviul  hy  deeming  Staff  IDirectors  also 
to  he  Issuer  Diriictors.- '  The  SROs  also 
state  that  the  jnoposed  definition  ol 
Issuer  Director  and  Issuer  committee 
memher  would  exclude  persons  who  are 
directors  of  issuers  hut  who  are  not  also 
offic:ers  or  emi)loyees  of  such  issuers. 

I  which  is  intended  to  make  tdear  that  a 
Director  is  not  barred  from  being 
c:onsidered  a  l’id)lic  Director  merely 
because  the  Director  serves  as  an 
independent  director  of  another  listed 

com])anv.-'^  ,  , 

The  SROs  also  propose  to  amenct  tne 

definition  of  “Fnhlic  Director  and 

^  "Public  committee  memher”  to  state:  “A 
Director  or  committei!  memher  who  (1) 
is  not  an  Industry  Director  or  Indu.stry 
committee  memher.  (2)  is  not  an  Issuer 
Director  or  Issuer  committee  memhen-, 

'  and  (3)  has  no  material  business 

relationshij)  with  a  memher  or  memher 
organization  of  a  Self-Regulatory 
,  Suhsidiary.  the  Corporation  or  its 


i-i  Soo.  NA.SDAQ  Nolifi!.  77  I'  K  al  771(iH. 

>  ■The  NA.SDAQ  OMX  15y-l.a\vs  diiliiu!  each  ol 
NA.SDAQ.  15X,  I’hlx.  ItSlX'.C:.  aiul  .SCCI’  as  a  '.Sidt- 
Keaulalorv  Sulisidiary.  ' 

"•  .Se(.‘.  e.'>..  NASDAQ  Notitie.  77  l-R  al  77  llUi. 

17. See  id..  77  I'K  al  77171. 

.See  Securities  hxtdiange  Ai:l  Release  No.  I>7ali4 
(AukusI  1.  2012).  77  V\i  47101)  (SR-NYSi:-20 12- 
17;  .SR-NYSi;Art:a-2l)12-r)!);  SR-NYS1:MK  l-2012- 
07). 


I'lThe  SROs  note  tliat  the  delinilion  ol  ■Induslry 
Direclor"  will  conlinue  lo  exclude  Stall  Directors, 
who  luighl  otherwise  hiM:onsider(!d  Induslry 
Directors  hv  virliu;  (d  ainiialion  with  N.XSDAQ 
Hxchanae  .Services  I.IX:  and  NA.SDAQ  0|)lions 
Services.  l.U'..  reaislered  hroker-dealers  that  are 

nieinhers  ol  NA.SDAQ  and  BX  and  memher 

„roani/,ations  of  I’hlx.  .S,a.-.  e.-;..  NA.SDAQ  Notice.  77 
1  Rat  77100  11.12. 

.Sec-,  e.a..  NA.SDAQ  Notic.e.  77  RR  al  77100. 

.See.  e.»..  NA.SDAQ  Notice.  77  RR  at  77100. 

--  .See.  e.a..  id. 


affiliates,  or  FINRA.” The  current 
definition  covers  a  iierson  who  “has  no 
material  business  relationship  with  a 
broker  or  de.iler.  the  Corimration  or  its 
affiliates,  or  FINRA.”  According  to 
the  SROs,  the  proposeil  definition 
makes  clear  that  any  Industry  Direidor 
or  Issuer  Director  would  not  he 
considered  a  I’uhlic  Directoi,  hut  an 
indejiendent  director  of  an  issuer  of 
securities  listed  on  NAS13AQ  c:ould  he 
considered  a  Public  Director.-’  The 
SROs  akso  .state  that  in  keejiing  with  the 
change  to  the  (fefinitioii  of  Industry 
Director  discussed  above,  the  final 
clause  of  the  definition  of  Public 
Director  would  he  revised  to  focus  on 
the  existence  of  a  material  business 
relationship  with  a  member  or  memher 
organization  of  <t  Self-Regulatory 
Suhsidi.iry.  rather  than  any  broker  or 
dealer. 

In  addition,  the  .SROs  jiropose 
changing  the  definition  of  “Non- 
Indu.strv  Director”  or  “Non-lndnstry 
committee  member”  to  cover  any 
“Director  (excluding  any  Staff  Director) 
or  committee  memher  who  is  (1)  a 
Puhfic  Director  or  Public  committee 
memher:  (2)  an  Issuer  Director  or  Issuer 
committee  memher;  or  (3)  any  other 
individual  who  would  not  he  an 
Industrv  Director  or  Indu.stry  committee 
memher.”  Act-ording  to  the  SROs.  this 
revised  definition  is  generafly  consistent 
with  the  current  definition,  hut  reflects 
the  new  definition  of  “Issuer  Director 
and  “Issuer  committee  memher."-" 
e  The  SROs  fielieve  that  the  foregoing 
)  definitional  changes  will  enhaiu.e  the 
clarity  of  these  provisions  and  will 
promote  a  diversity  of  backgrounds  and 
viewpoints  on  the  NASDAQ  OMX 
Hoard,  and  will  collectively  jiromote  the 
capacity'  of  the  NASDAQ  OMX  Hoard  to 
fulfill  its  responsibilities.^" 

The  Commission  finds  that  tire  HA. 
i  NASDAQ  and  Phlx  projm.sals  are 
consistent  with  the  Act.  particularly 
A  Sections  H(h)(l)  and  (h)(.5)  of  the  Act. 

I  The  (xmmiission  also  finds  that  the 
HSECC  iind  SCCl^  lirojm.sals  are 
r  consistent  with  Section  17A  ol  the  Act. 
The  Commission  believes  that  these 
jiroiio.sed  definitional  changes  to  the 
NASDAQ  OMX  Hy-Laws  will  help  to 
ensure  that  potential  conflicts  of  interest 
with  respect  to  the  composition  of  the 
NA.SDAQ  OMX  Hoard  will  continue  to 


Sov.  r.^..  ill- 
>  .Sec.  c."..  id. 

id. 

S<!0.  (■.<>..  NA.SD;\Q  N(ilic:i!.  77  R  R  al  77171). 

Du<!  Ici  llic!  ahovi!  (losi:ril)(ul  (:lians’(!S  and  Ihn 
addition  ol  a  lonn  Tssium-  DinH:tor,  '  llio  SROs 
pronosnd  makins  wniloi'inins  Dianj-os  to 
d(!sif;nations  of  paragraphs  in  tin;  NA.SDAQ  OMX 
Bv-l.aws. 

■K'Srr.  o.»..  NA.SDAQ  Notion.  77  RR  al  77111!). 
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Ik!  mitigated  ami  at  the  same  time  will 
helj)  promote  the  cajjacity  of  NASDAQ 
OMX.  which  is  the  parent  company  of 
the  Self-Regnlatory  Snhsidiaries,  to 
fnltill  its  responsihilities. 

Qualifications  of  Directors 

The  SROs  propose  to  amend  Section 
4.3  of  the  NASDAQ  OMX  Hy-Laws. 
which  governs  the  (pialificalions  amt 
compositional  reqninanents  of  the 
NASDAQ  OMX  Board.  Specifically,  the 
changes  to  the  com])osition  of  the 
NASDAQ  OMX  Board  will  (i)  increase 
from  one  to  two  the  retpiired  nnmher  of 
Pnhlic  Diinctors.  (ii)  replace  the 
recinirement  to  include  at  least  one 
issiHjr  representati\  e  (or  at  least  two 
issuer  rej)re.sentatiyes  if  the  NASDAQ 
OMX  Board  consists  often  or  more 
Directors)  with  a  requirement  to  include 
at  least  one.  hnt  no  more  than  two. 

Issuer  Directors  and  (iii)  limit  the 
nnmh(!r  of  Staff  Directors  to  one.  unless 
the  Board  consists  of  ten  or  more 
Directors,  in  which  ca.se  the  nnmher  of 
Staff  Directors  cannot  exceed  two.  The 
NASDAQ  OMX  By-Laws  will  continue 
to  riH]uire  that  the  numher  of  Non- 
Industry  Directors  must  (xpial  or  exceed 
the  numher  of  Industry  Dinictors.  As 
previously  mentioned,  because  tin;  term 
"Issuer  Dirc'ctor"  is  a  new  d(;finition. 
the  SROs  also  pro|)ose  to  make  a 
conforming  change  hy  adding  that  term 
to  Sections  4.8  and  4.13(h)  of  NASDAQ 
OMX's  By-I.,aws.  which  govern  the 
filling  of  vacancies  on  the  NASDAQ 
OMX  Board  and  the  determination  of 
Directors'  (pialifications  hy  NASDAQ 
OMX’s  .Secretary. 

The  Oommission  finds  that  the 
propo.sed  changes  hy  BX.  NASDAQ  and 
I’hlx  regarding  the  (pialifications  and 
com|)ositional  recpiirements  of  the 
NASDAQ  OMX  Board  are  consistent 
with  the  Act.  jjarticnlarly  .Sections 
(»(h)(l)  and  (h)(.'i)  of  the  Act.  The 
('ommi.ssion  akso  finds  that  the 
propo.sed  rule  changes  hy  BSECO  and 
.SCCP  r(^garding  the  (pialifications  and 
compositional  requirements  of  the 
NA.SDAQ  OMX  Board  are  consi.stent 
with  .Section  17A  of  the  Act.  The 
Commission  concurs  with  the  SROs  that 
the  proposals  will  continue  to  ensure  a 
diversity  of  representation  among 
Indnstry.  Staff.  Issuer,  and  Ihihlic 
Directors,  will  |)lace  more  stringent  caps 
on  the  nnmher  of  Issuer  and  Staff 
Directors,  and  will  increase  the 
nupiirement  regarding  the  nnmher  of 
Bulilic  Directors.^*'  Further,  as  noted  hv 
the  .SROs.  the  propo.sed  rule  changes  (io 
not  alter  in  any  nispect  the 
compositional  nupiirements  inijiosed  hy 
NA.SDAQ  listing  standards  on  NA.SDAQ 


-‘Sen.  NA.SDAQ  Niitici!.  77  FR  iit  77170. 


OMX  as  a  NASDAQ  listed  issuer, 
jiarticnlarly  the  nupiirement  that  the 
NA.SDAQ  OMX  Board  he  composed  of 
a  majority  of  independent  directors."’ 

Executive  Committee 

The  SROs  projio.se  to  amend  the 
compositional  re(pnrement  of  NA.SDAQ 
OMX’s  Executive  (xmunittee,  which  is 
authorized  hv  Section  4.13((1)  of  the 
NA.SDAQ  OMX  Bv-l.aws.  Under  the 
proposed  ride  changes.  NA.SDAQ 
OMX’s  By-Laws  will  he  amended  to 
nupiire  that  there  he  at  least  two  I’uhlic 
Directors  on  the  Executive  Committee 
(as  opposed  to  the  current  nupiirement 
that  the  percentage  of  Fiihlic  Directors 
on  the  Executive  Committee  must  he  at 
least  as  great  as  the  percentage  of  Pnhlic 
Directors  on  the  NASD^XQ  OMX 
Board).  ” 

The  Commission  finds  that  this 
proposal  is  consistent  with  the  Act. 
jiarticnlarly  Sections  (i(l))(l)  and  (l))(.'i) 
of  the  Act.  The  Commission  also  finds 
that  the  jirojiosed  rule  changes  are 
consistent  with  .Section  17A  of  the  Act. 
The  Commission  believes  that  the 
projio.sal  to  amend  the  compositional 
reipiirement  of  NA.SDAQ  OMX’s 
Executive  Committee  will  continue  to 
ensure  a  diversity  of  representation 
among  Directors  serving  on  the 
Executive  Committee  and  will  hel])  to 
ensure  that  potential  conflicts  of  interest 
with  respect  to  the  comjKisition  of  the 
N^X.SDAQOMX  floard  will  continue  to 
he  mitigated. 

Audit  Committee 

3'he  .SROs  akso  proposed  changes  to 
the  conqiosition  re(piirements  of  the 
NA.SDAQ  OMX  Audit  (Committee. 

Under  the  jiroposed  rule  changes  to  the 
compositional  riupiirements  of  the 
Audit  (’ommittee,  Section  4.13(g)  of 
NA.SDAQ  OMX’s  By-Laws  will  he 
amended  to  reflect  that  the  nnmher  of 
Non-Industry  Directors  on  the  Audit 
Committee  must  he  (upial  to  or  exceed 


■'"N.X.SDAQ  Rul(!  rilid.l  r(!(|tiii'(!.s  lliiil  llii!  Iioiird  of 
(lirnctors  ol  it  coiiipiiiiy  li.slttd  on  NA.SDAQ  iiiu.sl 
liiivi:  it  luiijoi'ily  ol  dintolors  Ihiil  aii!  "indopondtiiil  " 
within  lh(!  inoanin}^  otilial  nilo.  A.s  provitltul  in 
NA.SDAQ  Knit!  .'j(i(l.'>(a)(2)  willi  ntspoot  to  a 
coinpiiny  lisliul  on  NASDAQ  ("Companv"). 
■■■lndi!|)i!ndonl  Dirttclor'  inttans  it  ptnson  olhor  lliiiii 
iin  Fixociili v(!  Ollicttr  or  (MiiployiMt  ot  llio  Coinpiinx' 
or  iiny  ollior  individiiiil  liiiviii};  it  rolalionsliip 
whicli.  in  tin-  opinion  otlln;  Coinpativ's  hoard  ot 
diritclors.  would  inlorldri!  with  tho  oxttrcisi!  ot 
indopiaidtnit  jud^inttnt  in  ciirryinfi  out  thu 
r(!si)onsihiliti(!.s  otii  dirttotor.”  NASDAQ  Kulu  .Kitl.'i 
hirtlior  prtwidus  thiit  dirttctors  hiiving  cortiiin 
dtdintKl  ridiitionsliips  witli  a  Companv  niiiv  not  Int 
considttrttd  indopondtsnt.  Tht!  .SKO.s  noto  thill,  wliilo 
Sliitt  Dintclors  iiru  dttiirly  not  indoiuaulont  williin 
Iht!  mi;anin»  ot  NA.SDACJ  Knit!  .Kid,"),  olhur  Diroclors 
may  or  nniy  not  Ih;  considorttd  inditpundont. 
di!pt!ndin}>  on  lint  spttrdlic  tacts  otihiiir  rdiilionsliip 
to  NASDAQ  OMX. 

"  .Son,  0.0..  NASDAQ  Notice.  77  FR  iit  7717(1. 


the  numher  of  Industrv  Directors  (as 
o])])ose(l  to  the  current  retpiireinent  that 
the  Audit  Committee  he  composed  of  a 
majority  of  Non-lndn.stry  Directors).  The 
,SR()s  state  thiit  the  proposed 
comiiositional  nupiirements  for  the 
Audit  (iommittee  with  regard  to  the 
hiilance  between  Industry  Directors  and 
Non-Industry  Directors  will  he 
consistent  with  the  compositiomil 
nupiirements  cnrrentlv  providitd  for  in 
the  NA.SDAQ  OMX  By-Laws  with 
respect  to  NA.SDAQ  OMX’s  Executive 
Committee.  Nominating  &  Covern.mce 
(uimmittee.  Management  tiomjien.sation 
Committee. and  the  NA.SDAQ  OMX 
Board.  According  to  the  SROs,  this 
change  will  provide  greater  flexibility  to 
NA.SIJAQ  OMX  with  regard  to 
populating  the  Audit  Committee  with 
Directors  liaving  relevant  experti.se  and 
will  ensure  that  the  Audit  Committee  is 
not  too  large  in  relation  to  the  size  of  the 
NA.SDAQ  OMX  Board,  while  continuing 
to  ensure  that  Directors  associated  with 
memhers  and  memher  organizations  of 
the  Self-Regulatory  Subsidiaries  do  not 
exert  disproportionate  influence  on  the 
governance  of  NA.SDAQ  OMX.  * ' 

'I'lie  (lommission  finds  that  this 
])roi)osal  is  consi.stent  with  the  Act, 
luirticuhirly  Sections  ()(h)(l)  and  (h)(.'i) 
of  the  Act.  The  Cuimmi.ssion  also  finds 
th.it  the  jiroposed  rule  chiinges  are 
consistent  with  Section  17A  of  the  Act. 


.As  it  listod  coniitmiy  on  N.A.SDAQ,  NA.SDAQ 
OMX  nnisl  iilso  comply  witli  NASDAQ’s  listini> 
rnlos.  wliicli  contiiin  ctutiiin  provisions  tluit  rotpiirtt 
Indopcndcnt  Diroclors  to  sitrvo  on  sucli  t:oinpimy's 
Itoiird  ol  diroclors  mid  on  vnrious  ho.ird  cominilloos. 
.S'oc  sufmi  noto  :t(l  tor  ;i  sinninmy  ot  Iho  dtdinition 
ol  Indopimdont  Diroctor  as  sot  lorih  in  NA.SDAQ 
Rulo  ,S()(l.S(a)(2).  Amono  ollior  ro(|uiromonls  in 
.NA.SDAQ's  lislino  rulos.  <i  lisitui  companv's 
compctnsiilion  committoo  must  ho  compristal  sololy 
ol  such  IndopondiMit  Diroclors.  I'lio  Oominission 
roconlly  approvttd  amondnumis  (hat  NA.SDAQ 
pro|)osod  in  orditr  lor  NA.SDAQ  to  comply  with 
Ruli!  100-1  undor  Iht!  ,\cl.  Tho  nmv  rulos  ro()uiro. 
amoii”  ollior  things,  that  moinhors  ol'a  listod 
company’s  componsalion  committoo  must  moot 
onhaiicod  indopondonco  roquiromonts.  in  addition 
to  having  to  ho  Indopondont  Diroclors  as  dolinod  in 
NASD.AQ's  existing  listing  rulos.  NA.SDAQ's  listod 
companios  must  comply  with  thnso  onhancod 
indopondonco  ro(|uiromonls  at  tho  oarlior  ol  Iho 
company's  lir.sl  annual  mooting  allor  laniiarv  1.'). 
2(114  or  Oclohor  .11.  2(114.  .S’oo  NA.SDAQ  Riiio 
.")()(l.")(d)  and  Sociirilios  Fxchango  Act  Roloaso  No. 
(iH()4()  (lanuarv  11.  2(113).  7K  FR  4,').")4  (laniiarv  22. 
2013). 

1’lio  Commission  notes  that  tlio  SROs’  pro|)osod 
rulo  changes  are  not  intondod  to  address  wliolhor 
a  particular  Industry  or  Non-Industry  Director 
would  ipialily  undor  (ho  NASD.AQ’s  dolinition  as 
an  Indopondont  Director  or  could  qualilv  as  a 
componsalion  commilloo  momhor  undor  tho  nowly- 
adoptod  onhancod  standards  of  indopondonco  lor 
conqionsalion  committoo  sorvico.  As  loranv  listod 
company.  NA.SD.AQ  O.MX  will  havo  to  do  its  own 
assossmonl  ol  whothor  a  particular  diroctor  qiialilios 
as  an  Indopondont  Diroctor  lor  sorvico  on  tho  listod 
company’s  hoard  or  hoard  cominilloos.  particularly 
tho  audit.  com|)on.salion.  or  nomination 
commilloos.  undor  NASD.AQ’s  listing  standards. 

''  .S’oo,  o.g.,  NA.SDAQ  Notic:o  77  F’R  7717(1. 
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The  Coinmis.sion  belicivos  that  the 
])r()])o.sal  will  helj)  to  ensun;  that 
potential  conflict.s  of  interest  with 
n!sp(!(:t  to  the  composition  of  the 
NASDAQ  OMX  Board  will  continue  to 
1)(!  mitigated  and  at  the  .same  time  will 
h(!l])  ])romot(!  the  caj)acity  of  NASDAQ 
OMX  to  fulfill  its  responsibilities. 

The  ('ommission  notes  that  the 
])roposed  rule  changes  will  not  alter 
NASDAQ  OMX's  obligations  under 
Section  lOA  of  the  Act  *-*  and  SI-X',  Rule 
1()A-3  thereunder,'"’  which  ndate  to 
audit  committee  recpiirements  of  li.sted 
issuers.  According  to  the  SROs.  the 
NASDAQ  OMX  Audit  Oommittee  will 
continue  to  he  com])osed  .solely  of 
Directors  who  are  independent  within 
the  meaning  of  Section  lOA  and  Rule 
l()A-3  thereunder.  Under  NASDAQ 
Rule  .'i(i().5(c),  the  NASDAQ  OMX  Audit 
Oommittee  is  recpiired  to  be  comprised 
of  liuhipendent  Dinndors  (as  defined  in 
NASDAQ’S  Rule  5(i{).'>(a)(2)).  The 
Oommi.ssion  notes  that  the  NASDAQ 
OMX  Audit  Committe(!'.s  members  also 
must  meet  the  independence 
recpiirements  of  Section  lOA  of  the  Act 
and  Rule  l()A-3  thereunder. 

III.  (Conclusion 

For  the  foregoing  reasons,  the 
Oommission  finds  that  the  projiosed 
rule  changes  are  consistent  with  the  Act 
and  the  rules  and  regulations 
thereunder  ap]jlit:al)le  to  a  national 
.securities  exchange  in  the  case  of  BX, 
NASDAQ  and  Bhlx  and  with  the  Act 
and  rules  and  regulations  thereunder 
applicable  to  a  registered  clearing 
agency  in  the  case  of  BSFCC  and  SCXCB. 

It  is  thf^rf^foiv  ordin'Hd,  jmrsuant  to 
Section  1t)(i))(2)  of  the  Act  that  the 
jiroposed  rule  changes  (SR-BSEC(C- 
2012-02;  SR-BX-201 2-07.5:  SR- 
N ASDAQ-201 2-142:  SR-Rhlx-201 2- 
142:  SR-SG(:P-2012-02)  are  approved. 

For  the  (Conunission.  by  llu;  llivision  of 
Trailing  and  Markiits.  jnirsuanl  to  dologalod 
anlliorily.-'^ 

Kevin  M.  O’Neill, 

Dcpulv  Socrat cirv. 
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SECURITIES  AND  EXCHANGE 
COMMISSION 

[File  No.  500-1] 

Advance  Nanotech,  Inc.,  Advanced  ID 
Corp.,  Aeon  Holdings,  Inc.  (n/k/a  BCM 
Energy  Partners,  Inc.),  ANTS  Software, 
Inc.,  Beauty  Brands  Group,  Inc., 

Beijing  Century  Health  Medical,  Inc., 
Chocolate  Candy  Creations,  Inc., 
Crystallex  International  Corp., 
Dermaxar,  Inc.,  Dragon  International 
Group  Corp.,  e-SIM,  Ltd.,  EcoReady 
Corp.,  EnDevCo,  Inc.,  Electronic 
Kourseware  International,  Inc.,  Ensign 
Services,  Inc.,  and  eTelCharge.com, 
Inc.;  Order  of  Suspension  of  Trading 

Fiibriiary  ().  201 3. 

ll  ap])i!ar.s  to  tlu;  Socuritias  and 
Exchange  Ciommission  that  there  is  a 
lack  of  current  and  accurate  information 
concerning  the  securities  of  Advanced 
Nanotech,  Inc.  because  it  has  not  filed 
any  jieriodic  reports  since  the  period 
ended  September  30,  2010. 

It  appears  to  the  Securities  and 
Exchange  Commission  that  there  is  a 
lack  of  current  and  accurate  information 
concerning  the  .securities  of  Advanced 
ID  (k)!']).  because  it  has  not  filed  any 
periodic  reports  since  the  jieriod  ended 
Seiitemher  30.  2009. 

It  appears  to  the  Securities  and 
Exchange  (kmunission  that  there  is  a 
lack  of  current  and  accurate  information 
concerning  the  securities  of  Aeon 
Holdings,  Inc.  (n/k/a  BCM  Energy 
Partners,  Inc.)  hecau.se  it  has  not  filed 
any  periodic  reports  since  the  period 
ended  March  31, 2001. 

It  appears  to  the  Securities  and 
Eixchange  (kmnnission  that  there  is  a 
lack  of  current  and  accurate  information 
concerning  the  securities  of  ANTS 
Software,  Inc.  hecau.se  it  has  not  filed 
any  jieriodic  reports  since  the  jieriod 
ended  March  31, 2011. 

It  ajipears  to  the  Securities  and 
Exchange  Commission  that  there  is  a 
lack  of  current  and  accurate  information 
concerning  the  securities  of  Beauty 
Brands  Croup,  Inc.  because  it  has  not 
filed  any  periodic  reports  since  the 
period  ended  September  30,  2010. 

It  ajipears  to  the  Securities  and 
Exchange  C.ommission  that  there  is  a 
lack  of  current  and  accurate  information 
concerning  the  securities  of  Beijing 
(kmtury  Health  Medical.  Inc.  because  it 
has  not  filed  anv  periodic  reports  since 
the  period  ended  February  28,  2011. 

It  appears  to  the  Securiiies  and 
Exchange  (kmnnission  that  there  is  a 
lack  of  current  and  accurate  information 
concerning  the  .securities  of  CXiocolate 
Candy  Oeations,  Inc.  hecau.se  it  has  not 
filed  any  periodic  reports  since  the 
period  ended  March  31, 2011. 


It  appears  to  the  Securities  and 
Exchange  Commission  that  there  is  a 
lack  of  current  and  accurate  information 
concerning  the  .securities  of  Oy.stallex 
International  Corp.  because  it  has  not 
filed  any  periodic  reports  since  the 
period  ended  December  31, 2010. 

It  a])pear.s  to  the  Securities  and 
lixchange  Commission  that  there  is  a 
lack  of  current  and  accurate  information 
concerning  the  .securities  of  Dermaxar, 
Inc.  because  it  has  not  filed  anv  periodic 
reports  since  the  period  ended  januarv 
31.2010. 

It  apj)ears  to  the  Securities  and 
Exchange  Commission  that  there  is  a 
lack  of  current  and  accurate  information 
concerning  the  securities  of  Dragon 
International  Croup  Corp.  because  it  has 
not  filed  any  periodic  reports  since  the 
period  ended  March  31,  2009. 

It  appears  to  the  Securities  and 
Exchange  Commission  that  there  is  a 
lack  of  current  and  accurate  information 
concerning  the  securities  of  e-SlM.  Ltd. 
because  it  has  not  filed  any  jieriodic 
re])orts  since  the  period  ended  )anuarv 
31 , 2007. 

It  a])])ear.s  to  the  Securities  and 
Exchange  (Commission  that  there  is  a 
lack  of  current  and  accurate  information 
concerning  the  .securities  of  EcoReady 
C.oi  ]).  because  it  has  not  filed  any 
])eriodic  re])orts  since  the  j)erio(i  ended 
September  30.  2010. 

It  appears  to  the  Securities  and 
Exchange  (Commission  that  there  is  a 
lack  of  current  and  accurate  information 
concerning  the  .securities  of  EnDev(Co. 
Inc.  because  it  has  not  filiul  anv  periodic 
reports  since  the  period  ended  March 
31. 2010. 

It  appears  to  the  Securities  and 
Exchange  (Commission  that  there  is  a 
lack  of  current  and  accurate  information 
concerning  the  .securities  of  Electronic 
Kourseware  International,  Inc.  because 
it  has  not  filed  any  periodic  reports 
since  it  filed  an  amended  registration 
.statement  on  March  23,  2009. 

It  appears  to  the  Securities  and 
Exchange  Commission  that  there  is  a 
lack  of  current  and  accurate  information 
concerning  the  .securities  of  Ensign 
Services,  Im;.  hecau.se  it  has  not  filed 
any  ])eriodic  rej)orts  since  the  ])eriod 
ended  March  31. 2010. 

It  appears  to  the  Securities  and 
Exchange  ('.ommission  that  there  is  a 
lack  of  current  and  accurate  information 
concerning  the  securities  of 
eTeKdiarge.com.  Inc.  because  it  has  not 
filed  any  periodic  reports  since  the 
jjeriod  ended  Sej)teml)er  30,  2009. 

The  ('.ommission  is  of  the  opinion  that 
the  public  interest  and  the  protection  of 
investors  re(|uire  a  suspension  of  trading 
in  the  securities  of  the  above-listed 
companies. 
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Therefore,  it  is  ordered,  pursuant  to 
Section  12(k)  oft  lie  Securities  Exchange 
Act  of  1934.  that  trading  in  the 
.securities  of  the  aliove-listed  companies 
is  suspended  for  the  period  from  9:30 
a.m.  E.ST  on  Fehruarv  0.  2013.  through 
11:.')9  p.m.  EST  on  Fehruarv  20.  2013. 

Oy  llu!  (^oiiiniission. 

(ill  M.  I'elersiiii. 

Assisltinl  St'civlan'. 

U  K  Doc.  l  ilcd  11:15  iini| 
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SMALL  BUSINESS  ADMINISTRATION 

Reporting  and  Recordkeeping 
Requirements;  8(a)  Annual  Update 

agency:  Small  Busine.ss  Administration. 
ACTION:  Notice  of  Information  Collection 
Suhmitted  for  OMH  Review. 

SUMMARY:  Under  the  provisions  of  the 
Paperwork  Reduction  Act  (44  IJ.S.fk 
chajiter  35).  agencies  are  required  to 
submit  proposed  reporting  and 
record kee| ling  requirements  to  the 
Office  of  Management  and  Budget 
(OMB)  for  review  and  a])])roval.  and  to 
publish  a  notice  in  the  Federal  Register 
notifying  the  public  that  the  agency  has 
made  such  a  suhmission.  The 
information  is  currentlv  conditionallv 
approved  by  OMB.  SBA  is  |nihlishing 
this  3()-day  notice  for  public  comment 
to  comply  with  the  terms  of  that 
conditional  approval,  which  was  issued 
oil  August  31.  2t)12.  The  public  is 
encouraged  to  siihmit  written  comments 
on  this  jiroposed  information  collection. 
DATES:  Submit  comments  on  or  before 
March  11. 2013. 

ADDRESSES:  Address  all  comments 
concerning  this  notice  to:  Agf^ncv 
('Amrance  OfficfU'.  Chirtis  Rich.  Small 
Business  Administration.  409  3rd  Street 
SVV..  5th  Floor.  Washington.  DC  20410; 
and  OMB  /fei’/eiver  for  Small  Business 
Administration,  Office  of  Information 
and  Regulatory  Affairs.  Office  of 
Management  and  Budget.  New 
Executive  Office  Building.  Washington. 
DC  20503. 

(lopias:  Request  for  copies  of  the 
information  collection.  OMB  Form  8.3- 
1.  supporting  .statement,  and  other 
documents  suhmitted  to  OMB  for 
review  may  he  obtained  from  the 
Agency  (Clearance  Officer. 

FOR  FURTHER  INFORMATION  CONTACT: 
(iiirtis  Rich,  Agency  (dearance  Officer, 
(:artis.ri(:h@sl)a.o()\’  (202)  205-7030. 
SUPPLEMENTARY  INFORMATION:  I  his 
information  collection,  8(a)  Annual 
Update.  (Form  1450)  is  suhmitted  by  all 
small  businesses  jiarticipating  in  SBA's 
8(a)  Busine.ss  Development  Program 


(8(a)  BD  Program),  to  annually  ujidate 
and  report  to  .SBA  on  the  firm’s  business 
jnogress  and  particijiation  in  the 
program,  particularly  on  the  review  and 
update  reijuirements  outlined  in  the 
SBA  regulations  at  13  (iER  124.112. 

.SBA  has  revised  this  information 
collection  to.  among  other  things,  reflect 
amendments  to  the  8(a)  BD  Program 
regulations  that  now  recpiire  program 
Particijiants  to  report  on  all  8(a) 
contracts  |)erformed  during  the  previous 
year,  iiiclutling  anv  such  contracts 
performed  as  a  joint  venture.  ex|)laining 
how  the  performance  of  work 
reipiirements  are  being  met  (or  have 
been  met);  and  also,  for  those 
Participants  in  the  8(a)  Mentor-Protege 
program,  to  re|K)rt  on  services  (by 
category  and  hours)  received  from  the 
Mentor.  .SBA  also  revi.sed,  deleted,  or 
added  certain  terms  (e.g..  .SAM  and 
DUN.S)  to  conform  to  current  u.sage; 
clarified  suhmission  of  jier.sonal 
information  including  tax  returns,  as 
well  as  the  notification  requirements 
concerning  transferred  assets. 

77/ /e;  8(a)  Annual  Update. 

Braquancv:  Anuual. 

SBA  Form  \himl)or:  1450. 

Doscription  of  Bosj)ondonts:  I’inns 
that  are  currently  certified  as  Particijiaut 
firms  ill  the  8(a)  Business  Develoimient 
program. 

Estimated  Annind  Bt^sponses:  7.7‘)3. 

Estimated  Anmnd  Hoar  Barden: 
10,099. 

Curtis  Kic:h, 

Mentiiienienl  /\n(dyst. 

U  K  Doc.  2(n;i-()2«27  Fil(!(l  2-7-i;i:  11:45  ami 
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SMALL  BUSINESS  ADMINISTRATION 

Data  Collection  Available  for  Public 
Comments  and  Recommendations 

action:  Notice:  Extension  of  comment 
period  for  new  8(a)  Busine.ss 
Development  Program  reporting 
retjuirements. 

SUMMARY:  On  December  10.  2012,  the 
.Small  Business  Administration  (.SBA) 
published  the  OO-day  notice  in  the 
Federal  Register  as  required  by  the 
Paperwork  Reduction  Act  to  solicit 
])uhlic  comments  on  new  8(a)  Business 
Develoimient  Program  reporting 
reciuirements.  .SBA  is  extending  the 
comment  period  for  this  collection 
information  for  30  dav.s  to  allow 
interested  ])ersoiis  additional  time  to 
submit  comments. 

DATES:  .Suhinit  comments  on  or  before 
March  11.  2013. 

ADDRESSES:  .Send  all  comments  to  )oan 
Elliston.  Program  Analyst,  Office  of 


Business  Development.  U..S.  .Small 
Business  Adiiiiiiistration,  409  3rd  .Street 
8th  Floor.  Wa.shington.  D(i  20410. 

FOR  FURTHER  INFORMATION  CONTACT:  )oan 
Elliston,  Program  Analyst.  (202)  205- 
71 ‘)0,  joan.eiliston@sl)a.gov:  V.urWs  B. 
Rich.  Maiiagement  Analyst.  (202)  20.5- 
7030,  ca rtis .  ri cl i @sl)a  .gov. 

SUPPLEMENTARY  INFORMATION:  This  new 
collection  of  information  imiioses 
reporting  and  recordkee|iing 
retiuiremeiits  that  will  affect  small 
husines.ses  seeking  to  maintain  8(a) 
Busine.ss  Develojiment  (BD)  program 
eligibility.  'Fo  facilitate  the  rejiorting  of 
the  information,  required  by  13  CFR 
124.004.  .SBA  is  creating  a  new  form, 
■‘8(a)  Particijiant  Benefits  Rejiort.”  The 
individual  8(a)  Participant  firm  is 
responsible  for  completing  the  form  and 
can  furnish  its  own  benefits  information 
or  utilize  the  benefits  information 
offered  by  its  parent  corporation.  The 
firm  must  show  how  the  'Frihe,  Alaskan 
Native  (kiiqioratioii  (ANU),  Native 
Hawaiian  Organization  (NHO)  or 
Uommunity  Develojiment  Corjioration 
(UIX;)  has  jirovided  benefits  to  the 
'Frihal  or  native  members  and/or  the 
'Frihal,  native  or  other  communitv  due 
to  the  Trihe’s/ANC’s/Nl  lO’s/ClXi’s 
jiarticijiation  in  the  8(a)  BD  jirogram 
through  one  or  more  firms.  'Fhis  data 
includes  information  relating  to  funding 
cultural  jirograms,  emjilovment 
assistance,  jobs,  scholarshijis. 
intern.shi|)s.  subsistence  activities,  and 
other  services  jirovided  hv  the  'Frihe. 
ANU,  NIK)  or  UDU  to  the  affected 
community. 

(^imments  are  invited  on:  (a)  Whether 
the  collection  of  information  is 
necessary  for  the  Agency  to  jirojierly 
jierform  its  functions:  (h)  the  accuracy  of 
the  e.stimated  hour  burden  for  the 
collection  of  information:  (c)  ways  to 
enhance  the  (juality.  utility,  and  clarity 
of  the  information;  and  (d)  wavs  to 
minimize  the  burden  on  resjionding 
firms. 

Title:  “8(a)  Particijiant  Benefits 
Rejiort”. 

Description  of  Besi}ondents:  Firms 
that  are  currently  certified  as  8(a) 
Particijiant  firms  in  the  8(a)  Busine.ss 
Develojiment  jirogram  and  are  owned  hv 
a 'Frihe.  ANU.  NIK),  or  UDU. 

Form  Number:  N/A. 

Annu(d  Besponses:  320. 

Annacd  Barden:  480. 

(]urli.s  Kii;h, 

A/fjiif/geiJiea/  Analvst. 

|I-'K  Doc.  2(li:i-028:i;i  Filed  2-7-i;i;  11:45  am| 
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SMALL  BUSINESS  ADMINISTRATION 
[Disaster  Declaration  #13441  and  #13442] 

Ohio  Disaster  Number  OH-00039 

AGENCY:  IJ.S.  Small  Hiisine.ss 
Adinini.st  ration. 

ACTION:  Amendinenl  1. 

SUMMARY:  This  is  an  aimmdment  of  the 
Fn'sidoiitial  declaration  of  a  major 
disaster  for  Fiihlic  Assi.slance  Only  for 
the  State  of  Ohio  (FFMA-4()n8-DR), 
dated  01/03/2013. 

Incident:  Severe  storms  and  flooding 
due  to  the  remnants  of  Hurricane  Sandy. 

Incidt^ni  Puriod:  10/29/2012  through 
10/30/2012. 

Pfldctive  DaUr.  01/29/2013. 

Phvsical  Loan  Application  Deadline 
/lo/e:  03/04/201 3. 

Economic  Injury  (EIDL)  Loan 
Application  Deadline  Date:  10/03/2013. 
ADDRESSES:  Submit  com})leted  loan 
applications  to:  IJ.S.  Small  Business 
Admini.stration,  Broce.ssing  And 
Dishursement  (Jenter,  1492.1  Kings])ort 
Road,  Fort  Worth,  'I'X  701.1.1. 

FOR  FURTHER  INFORMATION  CONTACT:  A. 
Fscohar,  Office  of  Disaster  Assistance, 
U.S.  .Small  Business  Admini.stration, 

40‘)  3rd  Stre(!t  SW.,  Suite  (iOK). 
Washington,  IXJ  20410 
SUPPLEMENTARY  INFORMATION:  The  notice 
of  the  Bresident’s  major  disaster 
declaration  for  Private  Non-Profit 
organizations  in  the  State  of  OHIO, 
dated  01/03/2013,  is  hereby  amended  to 
include  the  follow  ing  areas  as  adversely 
affected  by  the  disaster. 

Primary  (Jounties 
Ashtabula. 

All  other  information  in  the  original 
declaration  remains  unchanged. 

((Jalalog  of  I'lnleral  Domestic  Assistance 
Nimil)ers  .19002  ami  1900H) 

James  K.  Rivera, 

Associate  Administrator  for  Disaster 
Assistance. 

II'R  Doc.  2()i;i-02«2fi  Filed  2-7-i:i:  aiiij 
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SMALL  BUSINESS  ADMINISTRATION 
[Disaster  Declaration  #13473  and  #13474] 

Arkansas  Disaster  #AR-00061 

agency:  IJ.S.  Small  Busine.ss 
Admini.stration. 

ACTION:  Notice 

SUMMARY:  This  is  a  Notice  of  the 
Presidential  declaration  of  a  major 
disaster  for  Public  Assi.slance  Only  for 
the  State  of  Arkansas  (FFMA-41()()-DR), 
dated  01/29/2013. 


Incident:  Severe  Winter  .Storm. 
Incident  Period:  12/21/2012  through 
12/20/2012. 

Effective  Date:  01/29/2013. 

Physic(d  Loan  Api)lication  Deadline 
Date:  04/01/2013. 

Economic  Injnrv  (EIDL)  Ixxni 
Application  Deadline  Date:  10/29/2013. 

ADDRESSES:  Submit  completed  loan 
applications  to:  U.S.  .Small  Business 
Admini.stration,  Processing  and 
Dishnr.sement  CJenter,  14921  Kingsport 
Road,  Fort  Worth.  TX  70111. 

FOR  FURTHER  INFORMATION  CONTACT:  A. 

Escobar,  Office  of  Di.saster  Assi.stance, 
IJ..S.  Small  Busine.ss  Admini.stration. 

409  3rd  Street  SW.,  Suite  (iOlO. 
Washington,  DC  20410. 

SUPPLEMENTARY  INFORMATION:  Notice  is 
hereby  given  that  as  a  result  of  the 
President's  major  di.saster  declaration  on 
01/29/2013,  Private  Non-Profit 
organizations  that  provide  e.ssential 
services  of  governmental  nature  may  file 
disa.ster  loan  applications  at  the  address 
listed  above  or  otluir  locally  announced 
locations. 

The  follow'ing  areas  have  been 
determined  to  he  adversely  affected  hv 
the  di.saster: 

Primary  (Joiinties: 

(Jarland,  Crant,  Hot  .Spring.  Lonoke, 
Perry,  Pulaski,  .Saline. 

The  Interest  Rates  are: 


Percent 

For  Physicat  Damage: 

Non-Profit  Organizations  With 

Credit  Available  Elsewhere  ... 

2.875 

Non-Profit  Organizations  With- 

out  Credit  Available  Else- 

where . 

2.875 

For  Economic  Injury: 

Non-Profit  Organizations  With- 

out  Credit  Available  Else- 

where . 

2.875 

The  number  a.ssigned  to  this  disaster 
for  physical  damage  is  13473B  and  for 
economic  injury  is  13474B. 

(Catalog  of  l‘'(!(lenil  Donuislic  Assistance 
Niimliers  19002  ami  19008) 

James  E.  Rivera, 

Associate  A  dininislralor  for  Disaster 
Assistance. 

|FK  Doc.  2()i:{-02«2;i  Filed  2-7-i:i:  8:4,1  ain| 
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DEPARTMENT  OF  STATE 
[Public  Notice  8181] 

60-Day  Notice  of  Proposed  Information 
Collection:  Young  Turkey/Young 
America  Evaluation  (YTYA)  Survey 

action:  Notice  of  reipiest  for  public 
comment. 

SUMMARY:  The  Department  of  .State  is 
seeking  Office  of  Management  and 
Budget  (OMB)  a|)j)roval  for  the 
information  collection  de.scrihed  helowc 
In  accordance  w'ith  the  Paperw'ork 
Reduction  Act  of  1991,  u'e  are 
requesting  comments  on  this  collection 
from  all  interested  individuals  and 
organizations.  The  purpose  of  this 
notice  is  to  allow  90  days  for  jnihlic 
comment  preceding  submission  of  the 
collection  to  (3MB. 

DATES:  The  Dijpartment  will  accept 
comments  from  the  public  up  to  April 
9,  2013. 

ADDRESSES:  You  may  submit  comments 
by  any  of  the  follow'ing  methods: 

•  Web:  l^irsons  with  access  to  the 
Internet  may  u.se  the  Federal  Docket 
Management  System  (EDMS)  to 
comment  on  this  notice  by  going  to 
WWW. He^nlat ions. eov.  You  can  search 
for  the  document  by  entering  “Public 
Notice  ####”  in  the  .Search  bar.  If 
nece.ssarv.  use  the  Narrow  by  Agency 
filter  ojition  on  the  Results  ])age. 

•  Email:  h(deinj2@state.<’ov. 

•  Mail:  EV.A/P/V,  De])artment  of  .State 
(.SA-44},  301  4th  .St.  .SW..  W'ashinglon, 
DC  20147. 

•  Eax:  202-203-7742. 

•  Hand  Delivery  or  (Jonrier:  301  4th 
.St.  .SW.,  Washington,  DC  20024. 

Yon  must  include  the  DS  form 
number  (if  applicable),  information 
collection  title,  and  the  OMB  control 
number  in  any  correspondence. 

FOR  FURTHER  INFORMATION  CONTACT: 
Direct  reque.sts  for  additional 
information  regarding  the  collection 
listed  in  this  notice.  im:lnding  recpiests 
for  copies  of  the  projiosed  collection 
instrument  and  supporting  documents, 
to  Michelle  Hale,  ECA/P/V,  Department 
of  .State  (.SA-44),  301  4th  .St.  SW., 
Washington,  IXJ  20147,  w'ho  may  he 
reached  on  202-203-7201  or  at 
haleml2@state.aov. 

SUPPLEMENTARY  INFORMATION: 

•  Title  of  Information  (Collection: 
Young  Tnrkey/Yonng  America 
Evaluation  (YTYA)  Survey. 

•  ()MI3  (Control  Ninnher:  None. 

•  Type  of  Ileqnest:  New'  Collection. 

•  (iriginating  Office:  Bureau  of 
Educational  and  (Cultural  Affairs,  ECA/ 
P/V. 

•  Form  Nmnher:  .SV201 3-0001. 
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•  Hf!si)on(l(‘nts:  All  Turkish  and 
American  YTYA  Program  particij)ants 
Irom  2()()t)  to  2011. 

•  Estinuittfd  S'unihtw  of  l{f!S[)()nd(!nis: 
2:i.'>. 

•  Es1inuit(‘(l  \Uiml)(U'  of  l{osi)onsos: 
l.TI. 

•  Awni'^a  Tinw  pov  Rosponso:  30 
minutes. 

•  Toldl  Rstiniotod  Rurdon  Tinu;:  77 
hours. 

•  FnHpioiicy:  One  tinu!. 

•  Ohiigotion  to  R(}spond:  Voluntary. 

We  are  soliciting  public  comments  to 

pminit  the  ncipartment  to: 

•  Fvaluat(!  whetluir  the  jjropo.sed 
information  collection  is  nece.ssarv  for 
the  j)roper  functions  of  the  D(!i)artment. 

•  Fvaluate  the  accuracy  of  onr 
(estimate  of  the  time  and  cost  burden  for 
this  |)ropo.sed  collection,  including  the 
validity  of  the  mi!thodology  and 
assum|)tion.s  used. 

•  Fnhance  the  (piality.  utility,  and 
clarity  of  the  information  to  he 
collected. 

•  Minimize  the  r(!])orting  hunhm  on 
those?  who  are?  te?  re?si)e)nel.  ine:lueiing  the? 
use  e)f  ante)mate?el  e:e)lle?e:tie)n  te?e:hniepu?s 
eer  e)the?r  fea  ins  e)f  infe)rmatie)n 
te?e:hne)le)gy.  lMe?a.se?  mete  that  e;e)mme?nt.s 
sid)mitte?el  in  re?spe)nse?  te?  this  Ne)tie:e?  are? 
pnhlie:  re?e;e)rel.  He?fe)re?  ine;hieiing  any 
ele?taile?el  perseenal  infeermatieni.  veen 
sheenlel  he?  aware?  that  yeenr  e:e)nnne?nts  iis 
.snhmitte?ei.  ine:lneling  ye)ur  pe?rse)nal 
infe)rmatie)n.  will  he?  avenlahh?  fen'  pid)lie: 
re\'ie?w. 

Abstract  of  Propeised  (]olh?ction 

This  re?e|ue?st  fe)r  a  new  infeermatie)!! 
e;e)lle?e:tie)n  will  alleew  FfiA/lVV  te) 
e:e)nehie:t  a  snrve?y  te)  ])re)viele?  elata  ne)t 
e;urre)ntly  available?.  The  survey  is 
ele?signe?d  te)  asse).ss  the  effe?e:tivene?.ss  of 
the  YTYA  l’re)gnnn  in  ae;hit?ving  its 
state?el  ge)al.s  anel  e)hje?e:tives.  anel  a.sse?.ss 
the?  e)ute;e)me?.s  e)f  this  twe)-way.  hi-lateral 
e)xchange  jireegram  that  ine;luele?el  23.'j 
ye)nng  Turkish  anel  young  Amerie;an 
partie:i])ants  from  2009  to  2011.  This 
stuely  is  authe)rize?el  by  the  Mutual 
Feine:ational  anel  (Cultural  Fxe:hange  Ae:t 
e)f  IttOl.  as  ame?nele?el  (alse)  known  as  the? 
Fulhright-Hays  Ae:t)  (22  U.S.C.  24.')!  e?t 
se?e|.).  The  .surve?y  will  be  se?nt 
e?h?e;tre)nie:ally  te)  he?  e;e)mplete)el  via  we?b 
snrve)y  te)  all  pre)gram  partie:ipant.s  e)f  the? 
ye?ars  .state?el  aheeve.  Data  gathe:reel  will 
e?nahle?  analysis  that  e:an  j)e)tentiallv  he? 
useel  te)  ele?.sign  similar  l)i-late?ral 
e?xe;hange?  pre)grams,  impre)ve  existing 
pre)gram.s.  anel  to  infeerm  e)nge)ing  anel 
future  exe:hange  pre)gram.s  in  ECiA. 

M(?thodoiogy 

The?  survey  anel  all  ne)tifie;ations  will 
he?  entire?ly  elee;tre)nic  to  e)ase  any  hurelen 
e)n  the  j)articipant.  The  surve?y  will  he 


elistrihuteel  anel  resjeeenses  re?e:e?ive?el 
e?le?e:tre)nie:ally  using  the?  surve?y 
ii])plie;atie)n  Ve)vie:i. 

niil)?(i:  laniiary  3  1 . 2013. 

Matt  I,iisse?i)he)|), 

Dim  lor  of  I  ho  Offico  of  Policy  and 
l•A'olllolion.  litircoti  of  Pdocolioiuil  and 
(Jnlinnd  A  flidrs.  Dcparlincnl  of  Slate. 
H'R  Doc.  2(li:t-()2*l(u  l''ilc?(l  2-7-i;i:  H;4.'i  ain| 
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DEPARTMENT  OF  TRANSPORTATION 

Office  of  the  Secretary 

Applications  for  Certificates  of  Public 
Convenience  and  Necessity  and 
Foreign  Air  Carrier  Permits 

Ne)tit:t?  e)f  A])i)lie;atie)ns  fe)r  C;e?rtifie:att?s 
e)f  Pnhlie:  (;e)nvenie?ne:e?  anel  Ne?e;e?.ssity 
anel  Fe)re?ign  Air  (]arrie?r  Pe?rmits  Fili?el 
llneler  Sid)])art  15  (feermerlv  Suhpart  Q) 
ehiring  the  \Ve?e)k  luieling  Januiirv  20. 
201.'5.  The?  fe)lle)wing  Applie;atie)ns  for 
(ie?rfifie:ate?s  e)f  Pnhlie:  (k)nve?nie?ne:e?  anel 
Ne?e:e?.s.sity  anel  Fe)re?ign  Air  ('.arrie?r 
Permits  we?re?  fileiel  iinele?r  .Suhpart  15 
(fe)rme?rlv  .Snl)|)arl  Q)  e)f  the?  De?])artme)nt 
e)f  Transi)e)rtatie)n’s  Pre)e:e?elmal 
Re?gulatie)ns  (se?e?  14  CFK  :501.201  e?t 
.se?e|.).  The?  elne?  elate?  fe)r  Answers, 
(ietnfeerming  A])plie:atie)n.s,  e)r  Meetieens  to 
Meeelify  Se:e)pe?  are?  se?t  fe)rth  heleew  fe)r 
e?ae:h  applie:atie)n.  Fe)lle)wing  the?  An.swer 
perieeel  DOT  may  ])re)e:e?ss  the?  applie:atie)n 
by  ex|)e?elileel  pre)e:eelnre?s.  Siie:h 
pre)e:e?elure?s  may  c.eensi.st  e)f  the?  aelojition 
e)f  a  .she)w-e:anse?  e)rele?r,  a  te?ntative)  eereler, 
e)r  in  ap])roj)riate  e:ase?s  a  final  e)rele?r 
withe)ut  further  pre)e:e?eelings. 

Dockot  Niiinhor:  DOT-O.ST-20i:5- 
0018. 

D(d(;  Filed:  )aniiarv  23,  2013. 

Due  Dote  for  Answers.  Conforming 
Applications,  or  Motion  to  Modify 
Scope:  February  13,  2013. 

Description 

A|)])lie:atie)n  e)f  Ultimate 
JF'rCiHARTERS,  LLC  re?eiuesting 
autheerity  te)  e)pe?rate  .se:he)elule?el 
pas.senge?!'  .se?rvie;e?  as  a  e;e)mmuter  air 
t;arrie?r. 

Hai'leara  |.  liaii'ste)ii. 

Acting  Program  Manager.  Docket  Operations. 
Fedend  Register  Liaison. 

|1'K  Doc.  2()i:»-e)28(i(i  Filed  2-7-i:i:  «:4.'j  ;tin| 
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DEPARTMENT  OF  TRANSPORTATION 

Federal  Aviation  Administration 

Noise  Exposure  Map  Notice, 

Southwest  Florida  International 
Airport,  Fort  Myers,  FL 

agency:  Feieleral  Avi:itie)n 
Aelministratie)!!.  DOT. 
action:  Ne)tie:e?. 

SUMMARY:  The?  Feele?ral  Aviation 
Aelministratie)n  (FAA)  anne)une:e)s  its 
ele?te?rminatie)n  that  the?  Ne)ise?  Expeisure? 
Maps  suhmitle?el  by  the?  Lee?  (',e)unty  Pent 
Autheerity  feer  the?  .Seeuthwest  Fleiriela 
lnte?rnatie)nal  Airpeert  unele?r  the? 
pre)visie)ns  e)f  49  U.S.(k  4751U  e?t.  Seej 
(Aviatie)n  Safety  anel  Ne)ise  Abatement 
Ae:t)  anel  14  (iFR  Part  150  are?  in 
e:e)mpliane:e  with  applie:ahle 
re?e|uire?ments. 

DATES:  This  ne)tie:e?  is  effe?e;tive?  February 
8,  2013.  anel  is  applie;ahle?  heiginning 
lanuarv  30.  201 3. 

FOR  FURTHER  INFORMATION  CONTACT: 

Allan  Nagy,  Fe?ele?ral  Aviatieen 
Aelmini.stratie)!!,  Orlanele)  Airports 
Distrie:t  Offie:e),  5950  Hazeltine  Natieinal 
Drive?  (iitaelel  Internatieenal  Buileling, 
Suite?  400,  Orlanelo,  FE  32822,  407-812- 
0331. 

SUPPLEMENTARY  INFORMATION:  This 
ne)tie:e?  anne)une:e?s  that  the?  FAA  finels 
that  the?  Ne)ise?  Expeesure?  Majis  suhmitteel 
feir  Se)ut Invest  Floriela  Internatie)nal 
Air])e)rt  are?  in  e:e)m])liane:e?  with 
<ipplie:al)le?  re?eiuire?nu?nts  e)f  Title  14 
Ooele  e)f  Feeleral  Re?gulatie)ns  (OFR)  Part 
150,  effeie'.tive?  Ne)ve?ml)er  15,  2012. 
llneler  49  U.S.C.  .see;lie)n  47503  e)f  the 
Aviatieen  .Safety  anel  Neii.se?  Ahatemeint 
Ae;t  (the?  Ae:t),  an  airpeirt  e)perale)r  may 
submit  te)  the  FAA  Noise?  Expeisure 
Ma])s  whie:h  meet  aj)plie:al)le  re?gulatie)ns 
anel  whie:h  elepict  ne)n-e:e)m])atihle?  lanel 
uses  as  e)f  the  elate  e)f  submission  of  such 
maps,  a  ele.scri|)tie)n  e)f  pre)je?e:teel  aire:raft 
e)pe?ratie)ns,  anel  the  ways  in  whie;h  sue;h 
e)])e?ratie)ns  will  affe?e:t  such  maps.  The 
Ae:t  reejuires  sue:h  ma])s  te)  he?  ele?velope?el 
in  e:e)nsultation  with  interesteel  anel 
affe?e:ted  partie?s  in  the  le)e:al  e:e)mmunity, 
ge)ve?rmne?nt  agene;ie?s,  anel  perseens  using 
the  airpeert.  An  air])e)rt  e)pe?rate)r  whe)  has 
suhmitteel  Noise  Ex])e)sure?  Ma])s  that  are? 
fe)unel  by  F’AA  te)  he  in  e:e)m])liane:e  with 
the?  re?e|uire?ments  e)f  14  CFR  Part  150, 
|)re)mulgate?el  ])ursuant  to  the?  Ae:t,  may 
snhmit  a  Ne)ise  (k)mpatil)ility  Preegram 
for  FAA  appre)val  whie:h  sets  forth  the? 
me?asure?s  the  airpeert  e)])erate)r  has  taken 
e)r  ])re)pe)ses  te)  take  te)  re?elue:e  existing 
ne)n-e:e)mpatil)le  uses  anel  ])reve)nt  the? 
intre)elue:tie)n  e)f  aelelitie)nal  non- 
e:e)m])atihle  uses. 

The?  FAA  has  e:e)mpleteel  its  review  e)f 
the?  Ne)ise  Exposure  Maps  and 
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accompanying  docninentation 
snbinittod  l)y  the  Loo  County  Port 
Authority.  Tin;  dociimentation  that 
constitutes  the  "Noise;  Exposure  Ma])s” 
as  defined  in  Section  l.'j().7  of  14  Cf’R 
Part  l.'jO  inclnd(;s:  Tal)le  4.1.  RSW  Noi.se 
Measurement  I.ocations;  Table  7.1, 2011 
Animal  Oiierations;  Table  7.2,  2011 
Annual-Average  Day  ld(;et  Mix 
(Itinerant  0])erations);  'I'ahle  7.3.  2011 
Anniial-Av(;rage  Day  El(;et  Mix  (I.ocal 
Ojierations);  Table  7.4.  2017  Annual 
()])erations;  Table  7.5,  2017  Annual- 
Average  Day  Fleet  Mix  (Itinerant 
()l)(;rations);  Table  7.0,  2017  Annual- 
Average  Day  Fleet  Mix  (Focal 
Ojierationsj:  Table  7.7,  2011  ami  2017 
Air  Carrier  Ain;raft  Stage  Length 
Perc(;ntages:  Table  7.8.  2011  Runway 
Use  Percentages;  Table  7.9,  2011  and 
2017  D(;])arture  Flight  Track  Use 
Percentages;  Table  7.10,  2011  and  2017 
Arrival  Flight  Track  Use  Percentages; 
Table  7.11, 2011  and  2017  Local  (Touch 
and  Co)  Flight  'I’rack  Use  Percentages; 
Table  8.1, 2012  DNL  (iontour  Surface 
Areas;  Table  8.2,  2017  DNL  Contour 
Surface  Areas;  Table  8.3,  14  CFR  Part 
150  Land  Use  Com])atibility  (juidelines; 
Tabli;  8.4,  Lee  (iounty  Air])ort  Noise 
Zones;  Figure  1.2.  Airjjort  Location 
Maj);  f’igun;  1.3.  Existing  Land  Uses; 
Figure  2.1,  Airport  Diagram;  Figure  2-2, 
U.S.  National  Airsiiacc;  System;  Figure 
2.3,  Southwest  Florida  International 
Airs])ace;  Figure  2—7,  RSW  Published 
Arrivals  and  De])artures;  Figure  5.1. 

R.SW  RNAV  D(;partures  Established 
Since  the  2000  14  CFR  Part  150  Studv; 
Figure  5-2,  RSW  RNAV  Arrivals 
Established  Since  the  2000  14  CFR  Part 
150  Study;  Figure  5-3,  Monthly 
Operations;  Figure  7.1,  Modeled  Flight 
Tracks — Northeast  Flow;  Figure  7.2, 
Modeled  Flight  Tracks — Southwest 
Flow;  Figure  7.3,  Modeled  Flight 
Tracks — Touch  and  Co;  F'igun;  8.1,  2012 
DNL  Noise  Contours;  Figure  8.2,  2017 
DNl,  Noise  Ciontours;  Figure  8.3,  Future 
Land  Use;  Figure  8.4,  Airport  Noise 
Zones;  Appendix  C,  RSW  Published  IFR 
Procedures;  Appendix  L,  Map  “A”  2012 
NEM  and  Maj)  "B”,  2017;  NEM  Chapter 
9,  l^age  9-1,  Airport  S])onsor’s  Noise 
Ex])osure  Map  Certification;  November 
1,  2012  Airport  Spon.sor  NEM  Submittal 
L(;tter. 

The  FAA  has  determined  that  these 
Noise  Exposure  Maps  and 
accompanying  documentation  are  in 
compliance  with  ajijilicable 
reiiuirements.  This  determination  is 
effective  on  )anuarv  30,  2013. 

FAA’s  determination  on  the  airport 
operator’s  Noise  Exjiosure  Majis  is 
limited  to  a  fimling  that  the  maps  were 
developed  in  accordance  with  the 
procedures  contained  in  Apjiendix  A  of 
14  CF’R  Part  150.  Such  determination 


does  not  constitute  approval  of  the 
air])ort  operator’s  data,  information  or 
|)lans.  or  a  commitment  to  ajiprove  a 
Noise  (k)mpatihihtv  Program  or  to  fund 
the  im])h;mentation  of  that  Program.  If 
(jue.stions  arisi;  concerning  the  precise 
r(;lation.ship  of  specific  j)roj)(;rties  to 
noise  i;x])osure  contours  depict(;d  on  a 
Noise  fixjjosun;  Maj)  submitted  under 
Section  47503  of  the  Act,  it  should  he 
noted  that  the  FAA  is  not  involved  in 
any  way  in  determining  the  relative 
locations  of  s|)ecific  |)ro])(;rties  with 
r(;gard  to  the  dejjicted  noise  exj)osure 
contours,  or  in  inter|)reting  the  Noise 
Exj)osure  Maps  to  resolve  (jiiestions 
concerning,  for  exam])le,  which 
])roj)erties  should  he  covered  hv  the 
|)rovisions  of  Section  47508  of  the  Act. 
These  functions  are  in.se|)arahle  from 
the  ultimate  land  use  control  and 
|)lanning  res])onsihillties  of  local 
gov'ernment.  The.se  local  res|)on.sihilities 
are  not  changed  in  any  way  under  14 
CFR  Part  150  or  through  FAA’s  revi(;w 
of  Noise  Ex})osure  Ma|)s.  Therefore,  the 
res])onsihility  for  the  detailed 
overlaying  of  noise  exjjosun;  contours 
onto  the  maj)  de|)icting  j)ro|)(;rties  on 
the  surface  r(;.st.s  exclusively  with  the 
air|)ort  o|)erator  that  submitted  those 
ma|).s,  or  with  tho.se  |)uhlic  agencies  and 
jjlanning  agenci(;s  with  which 
consultation  is  r(;(juired  under  Section 
47503  of  the  Act.  The  FAA  has  r(;lied  on 
the  certification  by  the  air])ort  o|)erator, 
under  Section  150.21  of  14  (d'R  Part 
150,  that  tin;  statutorily  r(;(iuired 
consultation  has  been  accom])lished. 

Coj)i(;s  of  the  full  Noise  Ex|)osure 
Ma]).s  documentation  and  of  the  f’AA’s 
evaluation  of  the  majjs  are  available  for 
examination  at  the  following  locations; 
Federal  Aviation  Administration. 
Orlando  Air])orts  Di.strict  Office.  5950 
Hazeltine  National  Drive.  Citadel 
International  Building.  Suite  400, 
Orlando,  FL  32822. 

Que.stions  may  he  directed  to  the 
individual  named  above  under  the 
heading,  FOR  FURTHER  INFORMATION 
CONTACT. 

Issued  in  Orlando.  l-'I,,  on  lanuarv  30.  2013. 
Hart  Vo  in  act; . 

.l/u/K/gw.  Orlando  Airports  District  Oflico, 
Federal  Aviation  Administration. 

U  K  Doe.  2()i:i-021t(14  Kited  2-7-13:  Hia.")  ain| 
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DEPARTMENT  OF  TRANSPORTATION 

Surface  Transportation  Board 

[Docket  No.  FD  35661] 

Grand  Trunk  Western  Railroad 
Company — Acquisition  of  Operating 
Easement — CSX  Transportation,  Inc. 

AGENCY:  Surface  Transjiortalion  Board, 
DOT. 

ACTION:  Notice  of  exem])tion. 

SUMMARY:  The  Board  is  granting  an 
exem|)lion  under  49  U.S.C.  10502  from 
the  jn  ior  ajijiroval  retjuirements  at  49 
U.S.C.  11323-25  for  Grand  Trunk 
Western  Railroad  (k)mj)any  ((^TW),  an 
iiulirect,  wholly  owned  suhsidiarv  of 
Canadian  National  Railway  Comjianv.  to 
acejuire  from  C.SX  Transjiortation,  Inc. 
(CSXT)  an  exclusive.  j)erj)etual,  non- 
assignahle  railroad  ojierating  easement 
over  a])])roximately  2.1  miles  of  CSXT’s 
Mem|)his  Terminal  Subdivision, 
between  Leewood,  Tenn.,  mileiiost 
00F371.4,  and  Aulon,  Tenn.,  milejiost 
00F373.4  (Leewood-Aulon  Line),  subject 
to  em])loyee  jirotective  conditions.  The 
Leewood-Aulon  Line  is  curr(;ntly  owned 
by  (kSXT.  Illinois  Cientral  Railroad 
(ioinjiany.  a  CiTW  affiliate,  ojierates  over 
it  via  trackage  rights.  Along  with  the 
j)ro|)osed  ea.sement  acejuisition  by  (U'W. 
CSXT  would  retain  local  and  overhead 
trackage  rights  over  the  l,(;ewood-Aulon 
Line. 

CiTW’s  easement  acejuisition  is  one 
jiart  of  an  Agreement  for  Exchange  of 
l’erj)etual  Ea.sements  between  CTW^  and 
(kSXT.  In  exchange  for  GTW’s  acejuiring 
an  easenmnt  from  (kSXT  over  the 
Leewood-Aulon  Line,  (JTW  has  agreed 
to  grant  CSXT  an  exclusive,  perjietual. 
non-assignahle  railroad  ojierating 
easement  over  22.37  miles  of  (JTW  track 
on  the  Elsdon  Subdivision  between  the 
connection  with  CSXT  at  Munster.  Ind.. 
milej)ost  31.07,  and  Elsdon.  111., 
milejiost  8.7,  which  connects  to  the 
.southern  end  of  the  BNSF  Railway 
Comjiany’s  Corwith  Yard.  The  Board  is 
.separately  granting  authority  for  CSXT’s 
acejuisition  of  this  oj)erating  easement  in 
the  Chicago  area  in  Docket  Nos.  FD 
35522  (d  (tl.  I 

DATES:  This  exemj)tion  will  he  effective 
on  March  10,  2013.  Petitions  to  stay 
nni.st  he  filed  by  February  19,  2013'. 
Petitions  to  reojien  mu.st  he  filed  by 
Fehruary  28,  2013. 

ADDRESSES:  Send  an  original  and  10 
coj)ies  of  all  jileadings  referring  to 
Docket  No.  FD  35881  to:  Surface 
Transjiortation  Board.  395  E  Street  SW., 

'  See  CSX  Transp.  tne. — Acquis.  ofOpenitin" 
FasenienI — Crand  Trimk  IK.  tt.It..  KD  3.'i522.  el  at. 
(.STB  sorvud  Kdlirimrv  8.  2(113). 
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Washington.  1X1  2()423-()()()1 .  In 
addition,  send  one  (:o])y  ol  ])leading.s  to 
David  A.  Hirsh.  Harkins  Cunningham 

l.bP.  1700  K  Street  NW..  Suite  400. 
Wa.shington.  DC  2000(>-;t804. 

FOR  FURTHER  INFORMATION  CONTACT: 

Seotl  M.  Ziininerman.  (202)  24.'j-0280. 
A.ssistanee  for  llie  li(!aring  impainul  is 
available  through  tin;  Fedtaal 
Information  Relay  Service  (FIRS)  at 
(800) 877-8830. 

SUPPLEMENTARY  INFORMATION: 

Additional  information  is  contaimul  in 
the  Hoard’s  d(!(:ision  served  lu’hriiarv  8. 
2013.  which  is  available  on  our  Web  site 
at  \v\\  \v.sth.(i()i.<^()\’. 

l)(!(;i(le(l;  I'\!l)rii:iry  4.  2013. 

Hv  IIk!  Hoiinl.  (diiiirman  Idliolt.  Vice 
Chairniiiii  HegcMiiaii.  and  (Commissioner 
Mnlvey. 

Derrick  A.  (iardner, 

(C/eo/Yuice  (,7e/k. 

|FK  Hoc.  2()13-()2‘I17  Fil(((l  2-7-i:i:  «;4.t  am| 
BILLING  CODE  P 


DEPARTMENT  OF  TRANSPORTATION 

Surface  Transportation  Board 

[Docket  No.  MCF  21049] 

Academy  Express,  L.L.C. — Acquisition 
of  Property — Golden  Ring  Travel  & 
Transportation,  Inc. 

agency:  .Surface  Trans])ortation  Hoard, 
DOT. 

ACTION:  Notice  Tentativelv  Authorizing 
Finance  Tran.saction. 


summary:  On  lanuarv  10.  2013. 

Academy  Express.  L.L.fC.  (Academy),  a 
motor  carrier  of  pas.sengers.  (ihid  an 
a|)plication  for  authority  under  49 
U.vS.C.  14303  to  accjuire  the  propertv  of 
(Golden  Ring  Travel  8:  Transportation, 
Inc.  (Golden  Ring),  akso  a  motor  carrier 
of  passengers.  The  Hoard  is  tentatively 
a|)j)roving  and  authorizing  the 
transaction,  and.  if  no  op]K)sing 
comments  are  timely  filed,  this  notice 
will  be  the  final  Hoard  action.  Persons 
wishing  to  oppose  the  ap])lication  mu.st 
follow  the  rules  set  forth  at  49  CFR 
1182..'’j  and  1182.8. 

DATES:  (Comments  mu.st  be  filed  by 
March  2.'i.  2013.  Academy  may  file  a 
re])ly  by  April  9.  2013.  If  no  comments 
are  filed  by  March  2.'),  2013,  this  notice 
shall  hiJ  effective  on  March  20,  2013. 
ADDRESSES:  .Send  an  original  and  10 
copies  of  any  comments  referring  to 
Docket  No.  M(CF  21049  to:  .Surface 
Transportation  Hoard.  395  E  .Street  .SW., 
W'ashington.  IXC  20423-0001.  In 
addition,  send  copies  of  comments  to 
Academy's  representative:  Fritz  R. 


Kahn.  Fritz  R.  Kahn,  P.C..  15119  M  Street 
NW..  7th  Floor,  Washington,  IXC  20030. 
FOR  FURTHER  INFORMATION  CONTACT: 

.Scott  M.  Zimmerman,  (202)  245-0380. 
Federal  Information  Relay  .Service 
(FIR.S)  for  the  hearing  imiiairiul:  1-800- 
877-8339. 

SUPPLEMENTARY  INFORMATION:  Academy 
(MC-4 13082)  is  a  motor  carrier  of 
pa.ssengers  princi])ally  ])roviding  charter 
bus  and  contract  carrier  services,  with  a 
fleet  of  api)roximately  400  motor 
coaches  and  more  than  500  drivers. 
Academy  is  indirectly  controlled  by  the 
Tede.sco  Family  FkSH  Tru.st,  which  also 
indirectly  controls  Academy  bines, 
b.L.C',.,  a  motor  carrier  of  passengers 
jirincipally  rendering  commuter 
operations,  and  No.  22  Ilillsiile.  L.L.C. , 
a  motor  carrier  of  passengers  nmdering 
a  variety  of  .services,  (ioldeu  Ring  (M("- 
2330518)  is  a  motor  carrier  of  pa.ssengers 
])rincipally  jiroviding  special  and 
charter  operations  and  has  no  affiliates. 

Under  the  pro])osed  tran,sac;tion. 
Academy  seeks  permi.ssion  to  acijuin; 
the  ])roperties  of  (jolden  Ring — namely, 
three  motor  coaches,  customer  lists,  ami 
goodwill,  as  well  as  Golden  Ring’s 
authority  to  render  intrastate  motor 
c;arrier  operations  in  Maryland. 
According  to  the  ai)i)lication.  (iolden 
Ring  would  surrender  its  interstate 
o|)erating  authority  and  cixisi;  opmating 
as  an  interstate  motor  carrier  of 
])a.ss(!ngers  on  the  (d’fective  date  of  the 
pro])(!rtv  accpiisition. 

Under  451  U..S.C.  143(13(1)),  the  Hoard 
must  ap])rove  and  authorize  a 
tran.saction  that  it  finds  consistent  with 
the  public  interest,  taking  into 
consideration  at  least:  (1)  The  effect  of 
the  proposed  transaction  on  the 
adecjuacy  of  transportation  to  the  public: 
(2)  the  total  fixiid  charges  that  result: 
and  (3)  the  interest  of  affected  carrier 
employees.  Academy  has  submitted 
information,  as  recpiired  by  451  CFR 
1182.2,  including  the  information  to 
demonstrate  that  the  jnoposed 
tran.saction  is  consistent  with  the  public 
intere.st  under  451  U.,S.C.  143(13(1)),  and  a 
statement  that  Academy’s  gro.ss 
operating  revenue  for  the  |)receding  12 
months  exceeded  S2  million,  .see  49 
U..S.C.  143(13(g). 

With  res])ect  to  the  effect  of  the 
tran.saction  on  the  adecpiacy  of 
tran.s])ortation  to  the  public.  Academy 
states  that  the  ])i()])osed  ac(iuisition 
would  greatly  benefit  Golden  Ring’s 
])atrons.  According  to  Academy. 
l)a.ssengers  would  be  able  to  travel  in 
newer  buses  and  would  have  a  far 
greater  selection  of  tours  and  special 
o])erations  than  was  ])reviou.sly  afforded 
to  them.  Academy  states  that  the 
sepai’ate  management  functions  of  the 


two  companies  woukl  he  integiated  and 
the  |)urchase.s  of  fuel  and  other  sup|)lies 
would  be  combined,  thereby  lowering 
the  operating  costs  and  rendering  the 
oi)eration.s  formerly  conducted  by 
(Jolden  Ring  more  competitive. 

Academy  further  states  that  the 
propo.sed  transaction  would  have  no 
effect  on  total  fixed  charges.  Academy 
.states  that  the  transaction  would  have 
no  adverse  effect  U])on  the  majority  of 
Golden  Ring’s  employees,  as  most  of 
the.se  em])loyees  would  retain  their  jobs. 

On  the  basis  of  the  application,  the 
Hoard  finds  that  the  pro])osed 
ac(]ui.sition  is  consistent  with  the  public 
intere.st  and  should  be  tentatively 
a|)i)roved  and  authorized.  If  any 
opposing  comments  are  filed  by  March 
25,  2013,  these  findings  will  be  deemed 
vacated,  and.  unless  a  final  decision  can 
be  made  on  the  record  as  developed,  a 
procedural  schedule  will  be  ado])ted  to 
reconsider  the  a])])lication.  .See  49  CFR 
1182.()(c).  If  no  o])])osing  comments  ai  e 
filed  by  the  expiration  of  the  c:omment 
period,  this  notice  will  take  effect 
automatically  and  will  be  the  final 
Hoard  action. 

Hoard  decisions  and  notices  are 
available  on  our  Web  site  at 
w’ww’.slh.dol.gov. 

This  dec;ision  will  not  significantly 
affect  either  the  (juality  of  the  human 
environment  or  the  conservation  of 
energy  resources. 

It  is  ovdiuvd: 

1.  The  pro])o.sed  transaction  is 
approved  ami  authorized,  subject  to  the 
filing  of  o])|)osing  comments. 

2.  If  opposing  comments  are  timely 
filed,  the  findings  made  in  this  notice 
will  be  deemed  vacated. 

3.  This  notic;e  will  be  effective  March 
2(),  2013.  unless  opposing  comments  are 
timely  filed  by  March  25,  2013. 

4.  A  coj)y  of  this  notice  will  he  served 
on:  (1)  U.S.  Department  of 
Transportation,  Federal  Motor  (Jarrier 
Safety  Administration,  1200  New  jersey 
Avenue  .SE.,  Washington.  D(J  20590;  (2) 
the  U.S.  De])artment  of  Justice,  Antitrust 
Division.  lOth  .Street  K  I’ennsylvania 
Avenue  NW.,  Washington,  IXJ  20530; 
and  (3)  the  U.S.  Department  of 
Transi)ortation,  Office  of  the  General 
Counsel,  1200  New  Jer.sey  Avenue  SE., 
Washington,  DC-  20590. 

IJ(!(:i(l(ul:  Fehniai'V  4,  201  :L 

8y  tl)(!  Hoard.  (Ihairiuai)  Elliott.  Vice 
Cl)ain)iai)  Hegenian.  and  Loininissionor 
Mulvey. 

Kaina  S.  White, 

('Aduvancv  CU-vk. 

IKK  Doc.  2()i:t-n2K<)0  Filed  2-7-1.'):  !):4,'j  anil 
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DEPARTMENT  OF  THE  TREASURY 

Submission  for  0MB  Review; 

Comment  Request 

l'’(!l)niiirv  5.  2013. 

riu;  De])artment  oi  the  Treasurv  will 
submit  the  Ibllowing  information 
collection  re(|n(!sts  to  the  Olfict;  of 
Management  ami  Budget  (t)MB)  for 
ixiview  and  clearance  in  accordance 
with  the  Paperwork  Rculnction  Act  of 
1995,  Public  Law  104-13,  on  or  after  the 
date  of  ])nhlication  of  this  notice. 

DATES:  (Comments  should  he  received  on 
or  before  March  11,  2013  to  he  assured 
of  c:onsideration. 

ADDRESSES:  Send  comments  regarding 
the  burden  estimate,  or  any  other  aspect 
of  the  information  collection,  including 
sngge.stion  for  reducing  the  burden,  to 

(1)  Office  of  Information  and  Regulatory 
Affairs,  Office;  of  Management  and 
Budget,  Attention:  Desk  Officer  for 
Treasurv,  New  Executive;  Office; 
Bnileling,  Re)e)m  10235,  \Vashingte)n,  DC 
20503,  e)r  email  at 

()mA_Siibmissk)n@()MB.E()P.G()V  imd 

(2)  Tre;asnrv  PRA  Cde;arane:e;  Offie:e;r, 

1750  Penn.sylvania  Ave.  N\V.,  .Suite 
8140,  Washingte)!!,  D(i  20220,  e)r  email 
ill  PHA@tiv(isury.gov. 

FOR  FURTHER  INFORMATION  CONTACT: 
(ieepies  e)f  the;  suhmissie)n(s)  may  he; 
e)htaine;el  by  e;alling  (202)  927-5331. 
e;m;nl  <et  PnA@tr(;(isiin'.g<n'.  eer  the  e;ntire; 
infe)rmatie)n  e:e)lle;e:tie)n  re;e|ue;st  maybe 
feeunel  at  www.iv^info.^ov. 

Inte;rnal  Revenue  Service  (IRS) 

OMP  ^kuub(;l■:  1 545-01 1 5. 

T'e'/ie;  of  Review:  Extension  withe)ut 
e;hange  of  a  e;urrently  appre)ve;el 
e:ollee:tie)n. 

Title:  Mise:e;llane;ous  Income. 

Form:  1099  MISC. 

Abstract:  Form  1099-MlSC  is  used  hv 
])ciyers  te;  report  payments  eif  $000  e)r 
ine)re;  e)f  re;nts,  prizes  iinel  awarels, 
meelie:al  anel  health  e:are;  paymemts, 
nonemployee  e:e)mpe;n.satiem.  anel  crop 
insurane;e;  preK:e;e;els,  $10  or  me)re;  of 
re)yaltie;s,  any  ame)nnt  e)f  fishing  boat 
proe:e;e;els,  e;e;rtain  suh.stitnte;  })ayme;nls, 
golelen  parachute  jiayments,  anel  an 
inelie:atie)n  e)f  elire;e:t  sales  e)f  $5,000  e)r 
me)re;. 

Affected  Public:  Private;  Se;e:te)r; 
Bn.sine;sse;s  anel  other  fe)r-])re)fits. 

Estimated  Tot(d  Burden  Hours: 
24,039,002. 

OMB  Number:  1 545-01 1 8. 

Type  of  Review:  Exte;nsie)n  withe)ut 
e:hange  of  a  e:nrrently  a|)prove;el 
e:olle;e:tion. 

Title:  Taxable  Di.strihntions  Re;e:eive;el 
From  (Cooperatives. 

Form:  1099-PATR. 


Abstract:  Fe)rm  109t)-PATR  is  useel  to 
re;pe)rt  patre)nage  elivielenels  ]xnel  hv 
e:e)e)pe;rative;s  (IRC  se;e:.  1)044).  The; 
infe)rmatie)n  is  n.se;el  by  IR.S  te)  verify 
re;pe)rting  e:e)m])liane:e;  e)n  the;  part  e)f  the; 
re;e;ipie;jit. 

Affected  Public:  Private;  .Se;e:te)r: 
Busine;.s.se;s  e)re)the;r  fe)r-i)re)fits. 

Estimated  ’Tot(d  Buraen  Hours: 

509,895. 

OMB  Number:  1545-2148. 

7Vpe.’  of  Review:  Exteaisieni  witheeut 
e;hange;  e)f  a  e:urre;ntly  appreeveel 
e:olle;e:tie)n. 

Title:  Re;turn  e)f  CCe;rtain  Exe:ise;  'faxes 
tJneie;r  CChapte;r  43  of  the  Internal 
Revenue;  CCoele. 

Form:  8928. 

Abstract:  Form  85)28  is  useel  by 
e;mple)yers,  group  health  plans,  IlMOs, 
anel  thirel  jjarty  aelministrateers  te)  re;])e)rt 
anel  ])ay  e;xcise;  taxes  elue;  for  failure;s 
under  .se;e:tie)ns  4980B,  4980D,  4980E, 
anel  4980C. 

Affected  Public:  Priveite  Se;e:te)r: 
Busine;.sst;s  eir  e)the;r  fe)r-i)re)fits. 

Estimated  Total  Burden  Honrs:  2,348. 

Dawn  1).  VVeilfgang, 

Tnuisiiry  PH  A  Clearance  (  )fficev. 

H'K  Ooc.  2I)1:M)2H7H  Filod  2-7- Kt;  «;4.')  ain| 

BILLING  CODE  4830-01-P 

DEPARTMENT  OF  THE  TREASURY 

Office  of  the  Comptroller  of  the 
Currency 

Agency  Information  Collection 
Activities:  Proposed  Information 
Collection;  Comment  Request 

agency:  ()ffie;e  of  the  Ceimptroller  of  the 
(Curre;ne;y  (OCXC),  'rre;asury. 

ACTION:  Ne)tie:e;  anel  re;epie;st  for  e:e)mme;nt. 

SUMMARY:  The  OCCC,  as  part  e)f  its 
e:e)ntinuing  effort  to  re;elne:e;  j)ape;rwork 
anel  re;sponelent  burden,  invite;s  the 
general  puhlie:  anel  other  Federal 
age;ne:ie;s  te)  take  this  e)ppe)rtunitv  to 
eiomment  on  a  e:ontinning  informatie)n 
e;e)lle;e;tion,  as  re;e]nireel  by  the;  Pa])erwe)rk 
Re;elne:tie)n  Ae;t  of  1995.  An  age;ne:v  mav 
ne)t  e:onelue;t  e)r  sponse)r,  anel  a 
re;spe)nele;nt  is  ne)t  re;e]uire;el  te)  re;sj)e)nel 
te).  an  infe)rmatie)n  e:e)lle;e:tie)n  nnle;ss  it 
elis])lays  a  e:urre;ntly  valiel  (lffie:e  e)f 
Manage;me;nt  anel  Buelget  (OMB)  e:e)ntre)l 
numher.  (Cnrrentlv.  the;  (XXC  is  .seeliciting 
e:e)mme;nt  e;e)ne:e;rning  its  rene;wal  of  an 
infe)rmatie)n  e:e)lle;e:tie)n  titleel, 

“Mnnie:i])al  Se;curitie;s  De;<de;r,s  anel 
(k)ve;rnme;nt  Se;e:uritie;s  Bre)ke;r.s  anel 
De;aler.s — Re;gi.stratie)n  anel  VVithelrawal.” 
DATES:  Ye)u  .she)nlel  submit  writte;n 
e:omment.s  by  April  9,  2013. 

ADDRESSES:  Be;e;au.se  paper  mail  in  the 
Washington,  DCC  are;a  anel  at  the  (XXC  is 


snhje;e;t  te)  elelav,  e;e)mme;nte;rs  are 
e;ne:e)urage;el  te)  submit  ce)mme;nts  hv 
email  if  pe).ssihle;.  CCe)nnne;nl.s  mav  he; 

.semt  te):  Ee;gislative  anel  Re;gulate)ry 
Ae:tivitie;s  Divisieen,  ()ffie:e;  e)f  the; 
(Ce)mptre)lle;r  e)f  the  (;nrre;ne:v.  Mail  ,Ste)]) 
5)W-11,  Atte;ntie)n:  1557-0184. 
Washingte)!),  IXC  20219.  In  aelelitie)n. 
e:e)nnne;nts  may  he;  sent  by  fax  te)  (571) 
405-4320  e)r  by  e;le;e:tre)nie:  mail  te) 
rees.com ments@occ.t reus. gov.  Ye)u  m<iv 
pe;rse)nallv  in.spe;e:t  anel  |)he)te)e:e)pv 
e:e)nnne;nts  at  the;  (XCC,  400  7th  .Stre;e;t 
SW.,  Washington.  DC  20219.  Fe)r 
.se;e:urity  re;ase)n.s.  the;  (XXC  re;e|enre;s  that 
visitors  make;  an  appointment  te)  inspe;e:t 
e:e)mme;nt.s.  You  may  ele)  se)  by  calling 
(202)  045)-0700.  ll])e)n  arrival,  vi.site)rs 
will  he;  re;ejnire;el  to  ])re;sent  valiel 
gove;nnne;nt-is.sue;el  phe)le)  iele;ntifie:atie)n 
anel  to  submit  te)  .see:urity  se:re;ening  in 
e)rele;r  te)  inspe;e:t  anel  phe)te)e:e)py 
e:e)mme;nt.s. 

All  e:e)mme;nt.s  re;e:eive;el,  ine:lueling 
attae:hme;nt.s  anel  e)the;r  supj)e)rting 
materials,  are;  j)art  e)f  the  ])uhlie:  re;e:e)rel 
anel  ,snhje;e;t  te)  ])nhlie:  elise:le)snre;.  De)  ne)t 
e;ne:le)se;  any  inle)rmatie)n  in  ye)ur 
e:e)mme;nt  e)r  .suppe)rting  mate;rials  that 
ye)n  ce)nsiele;r  e;e)nfielential  e)r 
in<ippre)i)riate;  fe)r  pnhlie:  elise:le)sure;. 

Aelelitie)nally,  ple;a.se;  senel  a  e:e)py  e)f 
ve)nr  e:e)mme;nts  hv  mail  te):  (XXC  Desk 
bffie:e;r.  1557-0184,  ll.S.  Offie:e;  e)f 
Management  anel  Buelget.  725  17th 
Stre;e;t  NW.,  #10235.  Washingte)!),  DC 
20503,  e)!'  e!n)aile;el  te)  oira 
sul)mission@omb.eop.gov. 

FOR  FURTHER  INFORMATION  CONTACT:  Yo)! 
e:an  re;eiue;sl  aelelitie)nal  infe)rn)atie)n  fro!!) 
e)!'  a  e:e)i)y  of  the  e:e)lle;e:tie)n  h  e)!))  )e)hn))y 
Vilela  or  Mary  H.  Ce)ttlieh,  C,le!arane:e; 
Offie:e;)'.s,  (202)  049-5490,  Le!gi.slative 
anel  Re;gulate)ry  Ae;tivitie;s  Divisie))) 
(1557-0184),  Qffie:e  of  the;  Ce)ni])tre)lle;r 
e)f  the  Cnrre;ne:y,  Washingte))),  DC  20219. 
SUPPLEMENTARY  INFORMATION:  'fhe  OCX’, 
is  proposing  te)  extenel  OMB  approval  e)f 
the  fe)lle)wi))g  infe)rn)atie)))  e:e)lle;e:tie)n: 

Title:  (MA) — Municipal  Se;curilie;s 
De;ale;r.s  anel  (Ce)ver!)me;nt  Se;e:uritie;s 
Brokers  a!)el  De;ale)',s — Re;gi.stn!tie)!)  a))el 
Withelrawal. 

OMB  Control  A'o.;  1557-0184. 

Form  Numbers:  M.SD,  MSDW,  M.SD- 
4,  MSD-5.  C-FIN.  (C-FINW. 

Abstract :Th\s  i))ie)!'!))atie)n  e:e)lle;e;tie)n 
is  re;ep!ire;el  te)  .satisfv  the;  ie;eiuire;!))e;!)ts  e)f 
.se;e:tie)n  15B  '  a!)el  .se;e:tie)!)  1.5(C-  e)f  the 
Se;e:u)'itie;.s  Exe:ha!)ge;  Ae:t  e)f  1934  whie:h 
)'e;eiui)e.  in  paet.  any  natie)nal  hank  or 
Feeleral  savi))gs  a.sse)e:iatie)n  that  ae:t.s  ees 
a  ge)ver!)!))e;nt  .se;e:nritie;.s  hre)kei’/ele;ale;r  e)r 
a  nin!)icipal  .se;e:uritie;s  ele;ale;r  to  file;  the; 
ap])re)j)riate;  forn)  with  the;  (XCCC  te) 
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inform  the  agency  of  its  broker/dealer 
activities.  The  (XX',  n.ses  this 
information  to  determine  which 
national  hanks  and  Federal  savings 
associations  are  acting  as  government 
and  mimicijial  .securities  hroker/dealers 
and  to  monitor  entry  into  and  exit  from 
government  and  municipal  securities 
hrokei7d(ialer  activities  hv  iustitutions 
ami  registered  persons.  The  (XXi  also 
uses  the  information  in  planning 
national  hank  and  Federal  savings 
association  examinations. 

Tv])(!  of  litiviaw:  Rcmewal  of  a 
currently  a|)proved  collection.  The 
collection  has  not  changed.  The  (X',(^ 
asks  only  that  OMB  aj)prove  its  revised 
estimates  and  extend  its  approval  of  the 
forms,  revi.sed  onlv  to  add  a  clarification 
to  the  instructions. 

Affoctod  Public:  Busine.sses  or  other 
for-profit:  individuals. 

Estiimitcd  Xhiiuhcr  of  Respondents: 

24. 

Estimnted  Tot(d  Annual  Resfwnses: 
920. 

Ereijiiencv  of  Response:  On  occasion. 

Estimated  Total  Anniud  Rnrden: 
8(i7.2.'>  burden  hours. 

Oomments  suhmittc'd  in  res|)onse  to 
this  notice  will  lx;  summarized  and 
includetl  in  the  recpie.st  for  OMB 
approval.  All  comnumts  will  h(!come  a 
matter  of  public  record.  (Comments  are 
invited  on: 

(a)  Whether  the  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 
(K'Xk  including  whether  the  information 
has  juactical  utility: 

(h)  The  accuracy  of  the  OCX'.'s 
estimate  of  the  information  collection 
hurdeu: 

(c)  Ways  to  eidiance  the  cpiality. 
utility,  and  clarity  of  the  information  to 
1)(!  collected: 

(d)  Ways  to  minimize  the  burden  of 
the  collection  on  res])ondents.  including 
through  the  u.se  of  automated  collection 
technicjues  or  other  forms  of  information 
technology:  and 

(e)  Fstimates  of  capital  or  start-up 
costs  and  costs  of  operation, 
maintenance,  and  |)urchase  of  services 
to  provide  information. 

Datiul:  l■’c!l)rllaI■v  4.  2()Kt. 

Micliolu  Meyer, 

Assistant  Director.  Ij!<iisl(itive  ir  Re>’nlatory 
Act iv it ies  Di i isi on. 

|FK  Doc.  2l)i:t-02«20  I'il(!(l  2-7-KC  K:4,">  am| 
BILLING  CODE  P 


DEPARTMENT  OF  THE  TREASURY 

Internal  Revenue  Service 

Proposed  Collection;  Comment 
Request  for  Information  Collection 
Tools 

agency:  Internal  Revenue  Service  (IRS), 
Tniasury. 

ACTION:  Notice  and  nupiest  for 
comments. 

SUMMARY:  The  Department  of  the 
rreasury,  as  part  of  its  continuing  effort 
to  reduce  paperwork  and  res])oudent 
burden,  invites  the  general  public  and 
other  Federal  agencies  to  take  this 
opjjort unity  to  comment  on  ])roj)osed 
and/or  continuing  information 
collections,  as  retpiired  by  the 
Fa|)erwork  Reduction  Act  of  Httt.'j, 

Fuhlic  Law  104-13  (44  U.S.C. 
3.'5()()(c)(2)(A)).  (Airrently,  the  IRS  is 
soliciting  comments  concerning  I’orm 
14117,  IR'.TC  Registration  for  Medicare 
Family  Members,  and  RL’C-l 28841-07, 
Fuhlic  Approval  (juidance  for  Tax- 
Fxempt  Bonds  (NFRM). 

DATES:  Written  comments  should  he 
rt;ceived  on  or  hiifore  April  0,  2013  to 
he  a.ssnred  of  consideration. 

ADDRESSES:  Direct  all  writtmi  comments 
to  Yvette  Lawrence.  Internal  Revenue 
.Service,  room  0120.  1111  CXinstitution 
Avenue  NW.,  Washington,  DO  20224. 
Flea.se  .send  separate  comments  for  each 
specific  information  collection  listed 
below.  You  must  reference  the 
information  collection’s  title,  form 
numher.  reporting  or  record-keeijing 
reejuirement  numher.  and  OMB  numher 
(if  any)  in  your  comment. 

FOR  FURTHER  INFORMATION  CONTACT: 
Requests  for  additional  information  or 
copies  of  the  collection  tools  should  he 
directed  to  R.  joseph  Durhala,  Internal 
Revenue  Service,  room  (112(1,  1111 
Con.stitution  Avenue  NW.,  Washington, 
DC  20224,  or  at  (202)(i22-3(i34.  or 
through  the  Internet  at 
RJosei)h.Dnrh(da@irs.f>ov. 

SUPPLEMENTARY  INFORMATION:  Currently, 
the  IR.S  is  seeking  comments  concerning 
the  following  information  collection 
tools.  re])orting.  and  recordkee])ing 
recjuinMnents: 

(1)  Title:  HCTC  Registration  for 
Medicare  Family  Members. 

OMR  Number:  1.14.'l-21(i2. 

Form  Nniiiber:  14117. 

Abstract :'V\us  form  will  he  used  by 
the  family  members  of  IKTI’C  eligible 
individuals  under  circumstances  where 
the  original  candidate  has  dicxl  or 
become  divorced  from  the  family 
member.  This  form  allows  family 
member  to  begin  the  HCTC  registration 


process  by  verifying  the  family 
memher's  eligibility. 

Onrrent  Actions:  Tlnnx!  aix;  no  changes 
to  the  previously  approved  burden  of 
this  existing  collection. 

'/’v/jc  of  Review:  Extension  of  a 
currently  approved  collection. 

Affected  Public:  Busine.ss  and  for- 
profit. 

Estimated  Number  of  Resjiondeitts: 
2,400. 

Estimated  'Time  per  Respondent:  30 
min. 

Estimated  Toted  Annmd  Rnrden 
Hours:  1 .200. 

(2)  '/’///(.‘.  Fuhlic  A])proval  (hiidance 
for  Tax-f]xempt  Bonds. 

OMR  ,Vum/}(;r;  1.143-2185. 

Form  Number:  RECi-l  28841-07. 

Abstract :'Yh\s  document  contains 
])roposed  nigulations  on  the  public 
approval  requirements  under  .section 
147(f)  of  the  Inter  nal  Revenue  Code 
(Code)  applicable  to  tax-exempt  private 
activity  bonds  issued  bv  State  and  local 
governments.  The  ])roj)osed  regulations 
affect  .State  and  local  govcnnmental 
issuers  of  tax-ex(!mj)t  private  activity 
bonds. 

Onrrent  Actions:  There  an;  no  changes 
being  made  to  the  revenue  ])roc(;dure  at 
this  tinn;. 

'Type  of  Review:  ICxtension  of  a 
currently  a])proved  colh;ction. 

Affected  Public:  Business  or  oth(;r  for- 
j)rofit  organizations. 

Estimated  Number  of  Respondents: 

2,000. 

Estimated  Time  per  Respondent:  1  hr., 
18  min. 

Estimated  Total  Annmd  Reporting 
Rnrden  hours:  2,000. 

'file  following  ])aragraph  appli(;s  to  all 
of  the  collections  of  information  covered 
by  this  notice: 

An  agency  may  not  conduct  or 
s])onsor,  and  a  person  is  not  recpiired  to 
nispond  to,  a  collection  of  information 
unle.ss  the  coll(;ction  of  information 
displays  a  valid  OMB  control  numher. 
Books  or  records  relating  to  a  collection 
of  information  mu.st  he  retained  as  long 
as  their  contents  may  become  material 
in  the  administration  of  any  internal 
revenue  law.  (lenerally.  tax  r(;turns  and 
lax  return  information  are  confidential, 
as  r(;(iuired  by  28  U..S.C.  8103. 

Reepiest  for  Oomments:  Conmu;nts 
submitted  in  r(;sponse  to  this  notice  will 
be  summarized  and/or  included  in  the 
recpiest  for  OMB  apinoval.  All 
comments  will  b(;come  a  matter  of 
public  record.  Oomments  an;  invit(;d  on: 

(a)  Whether  the  collection  of 
information  is  in^cessary  for  the  proper 
performance  of  the  functions  of  the 
agency,  including  whether  the 
information  shall  have  practical  utility; 

(b)  the  accuracy  of  the  agency’s  (;stimate 
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of  tlie  burden  of  the  collection  of 
infonnation;  (c)  ways  to  enhance  the 
(|uality,  utility,  and  clarity  of  the 
information  to  he  colhuled;  (d)  ways  to 
minimize  the  burden  of  the  collection  of 
information  on  resjiondents,  including 
through  tlu!  use  of  automated  collection 
t(;chni(|iies  or  other  forms  of  information 
teclmology;  and  (e)  estimates  of  c.a])ital 
or  start-up  costs  and  costs  of  ojjeration, 
maintenance,  and  |)urcha.se  of  services 
to  ])rovid(!  information. 

Api)r()V(Kl:  I'’(!l)riiary  4.  20i:t. 

K.  Diirliala, 

ins  llopoiis  ChdiancM  Officer. 

IKK  DdC.  2()13-02K:{2  Filiid  2-7-13;  H:4ri  am] 

BILLING  CODE  4830-01 -P 


DEPARTMENT  OF  THE  TREASURY 

Internal  Revenue  Service 

Proposed  Collection;  Comment 
Request  for  Information  Collection 
Tools 

AGENCY:  Internal  Revenue  Service  (IRS), 
rrea.sury. 

ACTION:  Notice;  and  r(;(iuest  for 
comments. 

SUMMARY:  The  I3e])artment  of  the 
Treasury,  as  part  of  its  continuing  effort 
to  reduce  pai)(;rwork  and  res])on(lent 
burden,  invites  the;  general  jniblic  and 
other  Federal  agencies  to  take  this 
opportunity  to  comment  on  projiosed 
and/or  continuing  information 
collections,  as  required  hv  the 
Paperwork  Reduction  Act  of  l‘H)!5, 

Public  Law  104-13  (44  II.S.C. 
3.‘i()0(c)(2)(A)).  Currently,  the  IRS  is 
.soliciting  comments  concerning  Form 
1024,  Application  for  Recognition  of 
Exemiition  Under  Section  .'501(a);  Form 
8038-T,  Arbitrage  Rebate  and  Penalty  in 
Lieu  of  Arbitrage  Rebate;  the  Tij) 
Reporting  Alternative  Commitment 
Agreement  (TRAC)  for  Use  in  the  Food 
and  Beverage  Industry;  the  Tip  Rate 
I)et(;rmination  Agreement  ('TRDA)  for 
industries  other  than  the  food  and 
h(;verage  industry  and  the  gaming 
industrv;  and  Notice  200(i-‘)7,  Taxation 
and  Reporting  of  RETT  Excess  Inclusion 
Income. 

DATES:  Written  i:omments  should  be 
received  on  or  before  April  9.  2013  to 
he  assured  of  consideration. 

ADDRESSES:  Direct  all  written  comments 
to  Yvette  Lawrence,  Internal  Revenue 
Service,  Room  01 2‘),  1111  Constitution 
Avenue  NW.,  Washington,  DC  20224. 
Please  send  separate  comments  for  each 
specific  information  collection  li.st(;d 
billow.  You  must  reference  the 
information  collection’s  title,  form 
number,  reporting  or  record-keejiing 


r(;(|uirement  number,  and  OMB  number 
(if  any)  in  your  comment. 

FOR  FURTHER  INFORMATION  CONTACT: 
Reipiests  for  additional  information  or 
copies  of  the  collection  tools  should  he 
directed  to  R.  (o.seph  Durbala,  Internal 
Revenue  Service,  Room  (51 2‘),  Till 
Constitution  Avenue  NW.,  Washington, 
DC  20224,  or  at  (202)(i22-3(i34,  or 
through  the  Internet  at 
nios(^l)h.Diirh(ila@irs.g()v. 

SUPPLEMENTARY  INFORMATION:  Currently, 
the  IRS  is  seeking  comments  concerning 
the  following  information  collection 
tools,  reporting,  and  record-kee])ing 
requirements: 

(1)  7’///e;  Application  for  Recognition 
of  Exemption  Under  Section  .'501(a). 

OMB  Number:  l.'54.'5-00.'57. 

Form  Number:  1024. 

Abstract:  Organizations  seeking 
exemption  from  Federal  income  tax 
under  Internal  Revenue  (iode  .section 
.'501(a)  as  an  organization  described  in 
most  })aragraphs  of  section  .'501(c)  must 
use  Form  1024  to  apply  for  exemption. 
The  information  collected  is  used  to 
determine  whether  tin;  organization 
qualifies  for  tax-exempt  status. 

(hirrent  Actions:  There  are  no  changes 
to  the  ])reviou.sly  approved  burden  of 
this  existing  collection. 

Tvpe  of  Beview:  Extiinsion  of  a 
currently  ajiproved  collection. 

Affecteef  l^ublic:  Not-for-profit 
institutions. 

Estimated  Number  of  Bespondents: 
4,718. 

Estimated  Time  Per  Bespondent:  01 
hrs.,  47  min. 

Estimated  Toted  /Xuniud  Burden 
Hours:  291, .'542. 

(2)  Title:  Arbitrage  Rebate  and  Penalty 
in  Lieu  of  Arbitrage  Rebate. 

OMB  Number:  1  .'54.'5-l  21 1). 

borm  Number:  8038-T. 

Abstract:  Form  8038-T  is  used  hv 
i.ssuers  of  tax  exempt  bonds  to  report 
and  pay  the  arbitrage  rebate  and  to  elect 
and/or  jiay  various  penalties  associated 
with  arbitrage  bonds.  'The  issuers 
include  state  and  local  governments. 

Ourrent  Actions:  There  are  no  changes 
being  made  to  the  revenue  jirocedure  at 
this  time. 

Tvpe  of  Beview:  Extension  of  a 
currently  aiqiroved  collection. 

Affected  Public:  State,  local  or  tribal 
governments. 

Estimated  Number  of  Bespondents: 
2..'500. 

Estimated  Time  Per  Bespondent:  23 
hrs.,  10  min. 

Estimated  Toted  Ammed  Bepe)rtin‘> 
Burden  hours:  .'57,900. 

(3)  Title:T\p  Rejiorting  Alternative 
Commitment  Agreement  (TRAC)  for  Use 
in  the  Food  and  Biwerage  Industry. 


OMB  Nnni/ie;  ;  154.'5-1.'549. 

Form  Number:  N/A. 

Abstrewt:  Announcement  2000-22, 

2000- 19  l.R.B.  987.  and  Announcement 

2001- 1,  #2001-2  l.R.B.  p.277.  contain 
Information  required  hv  the  Internal 
Revenue  Service  in  its  complianci; 
efforts  to  assist  employers  and  their 
employees  in  understanding  and 
complying  with  Internal  Revenue  Code 
.section  00.'53(a).  which  reipiires 
emjiloyees  to  report  all  their  tips 
monthly  to  their  employers. 

Ourrent  Ae:tions:  There  is  no  change 
in  the  paperwork  burden  previously 
apjiroved  by  (1MB. 

Tvpe  e)f  Beview:  Extension  of  a 
currently  ajijiroved  collection. 

Affee:te:ei  Public:  Business  or  other  for- 
profit  organizations. 

Estimeited  Number  of  Bespe)ndents: 
41,800. 

Estimeiteel  Time  Per  Bespe)nelent:  7 
hrs.,  (5  min. 

Estimeiteel  Teital  Annueil  Burelen 
Henirs:  29(5.91(5. 

(4)  Title:  Tip  Rate  Determination 
Agreement  (TRDA)  for  industries  other 
than  the  food  and  beverage  industry  and 
the  gaming  industry. 

OMB  Number:  l.'54.'5-l 71 7. 

Eeirm  Number:  N/A. 

Abstreict:  Announcement  2000-20, 

2000- 19  l.R.B.  977.  and  Announcement 

2001- 1,  #2001-2  l.R.B.  p.277  contain 
information  reijuired  by  the  Internal 
Ri;venue  Service  in  its  tax  complianci; 
efforts  to  a.ssist  employers  and  their 
employees  in  understanding  and 
conqilying  with  Internal  Revenue  Code 
.section  (5().'53(a).  which  ri;(|uire.s 
emjilovees  to  report  all  their  tijis 
monthly  to  their  employers. 

Ourrent  Ae:tions:  There  is  no  change 
in  the  paperwork  hurden  previously 
approved  by  (1MB. 

Type  of  Beview:  Extension  of  a 
currently  ap})rovi;d  collection. 

Affected  Public:  Business  or  other  for- 
jirofit  organizations. 

Estimeited  Number  of  Bespondents: 
100. 

Estimeiteel  Time  per  Bespemelent:  18 
hrs.,  .'58  min. 

Estimeited  Teital  Annual  Burelen 
Henirs:  1.897. 

(!5)  7’/(/e;  Taxation  and  Reporting  of 
REIT  Exce.ss  Inclusion  Income. 

OMB  Number:  l.'54.'5-2()3(5. 

Eorm  Number:  Notice  200(5-97. 

Abstreict:  This  notice  requires  certain 
REITs,  partnershijis  and  other  entities 
that  have  exce.ss  inclusion  income  to 
disclose  the  amount  and  character  of 
such  income  allocable  to  their  record 
interest  owners.  The  record  interest 
owners  need  the  information  to  properly 
report  and  pay  taxes  on  such  income. 
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(hinviit  Actions:  'I’hiin!  is  no  cliange 
in  the  paperwork  hnrden  previously 
apj)rove(i  hy  OMH. 

Type  of  Itevicw:  Extension  of  a 
currently  approved  collection. 

Affected  Pnhiic:  Unsiness  or  otln'r  for- 
profit  organizations. 

Tsti mated  i^umher  of  l{es})ondents: 

.30. 

Hstimated  Time  per  liespondent:  2  hr. 

Hstimated  Total  Anna(d  Harden 
Hoars:  100. 

The  following  paragra|)h  applies  to  all 
of  the  collections  of  information  covered 
hy  this  notice; 

An  agency  may  not  conduct  or 
sjjon.sor,  and  a  ])(M'son  is  not  reejuired  to 
respond  to.  a  ct)llection  of  information 
unle.ss  the  collection  of  information 
displays  a  valid  OMB  control  nnmher. 
Books  or  records  relating  to  a  collection 
of  information  must  he  retained  as  long 
as  their  contents  may  h(;come  material 
in  the  administration  of  any  internal 
revenue  law.  Generally,  tax  returns  and 
tax  return  information  are  conlnUmtial. 
as  nupdred  hv  28  ll.S.C.  8103. 

Rinpiest  forGomments:  Gomments 
snhmitted  in  n!sj)on.se  to  this  notice  will 
he  snmmariztui  and/or  included  in  the 
nupiest  for  OMB  apjiroval.  All 
comments  will  become  a  matter  of 
|)nl)lic  r(!cord.  Gomimmts  are  Invited  on: 

(a)  Whether  the  collection  of 
information  is  nec(!ssary  for  tin;  j)ro]){!r 
jMirformance  of  tin;  functions  of  the 
agmicy.  including  whether  the 
iidbrmation  shall  have  j)ractical  utility: 

(b)  the  accuracy  of  the  agenev's  estimate 
of  the  burden  of  the  colliiction  of 
information;  (c)  ways  to  enhance  th(^ 


(piality.  utility,  and  clarity  of  the 
information  to  be  colhu'.ted;  (d)  ways  to 
minimize  the  hnrden  of  the  coll(;ction  of 
information  on  nxspondents.  including 
through  the  use  of  automated  coll(;ction 
techni(pies  or  other  forms  of  information 
technology:  and  (e)  e.stimates  of  capital 
or  start-np  costs  and  costs  of  operation, 
maintenance,  and  |)nrchase  of  services 
to  provide  iidbrmation. 

Ap|)r()V(!(l;  l'’(;l)niar\’  4.  2(1  i:t. 

K.  Iitseph  Diirliiila, 
ms  Itepdrls  (Had ranee  Officer. 

II'K  Doi;.  2(li:i-(128:tl  I'ilod  2-7-ia;  ainl 
BILLING  CODE  4830-01 -P 


DEPARTMENT  OF  VETERANS 
AFFAIRS 

[OMB  Control  No.  2900-0737] 

Agency  Information  Collection 
(eBenefits  Portal)  Activity  Under  OMB 
Review;  Correction 

AGENCY:  Veterans  Benefits 
Administration,  De|)artment  of  Veterans 
Affairs. 

ACTION:  Notice;  correction. 

SUMMARY:  The  Department  of  Veterans 
Affairs  (VA)  published  a  collection  of 
information  notice  in  the  Federal 
Register  on  )annarv  31. 2013,  that 
contained  an  error.  The  notice 
incorrectly  identified  the  responsible 
VA  organization.  'I’liis  document 
corrects  that  error  bv  removing  “Office 
of  Information  and  Technology”  and 
adding,  in  its  place,  “Veterans  Benefits 
Administration”. 


FOR  FURTHER  INFORMATION  CONTACT: 
Grystal  Rennie,  Enterprise  Records 
.Service  (OOSRIB),  Dejiartment  of 
Veterans  Affairs,  810  Vermont  Avenue 
NW..  Washington.  DC  20420,  at  202- 
(»32-7402. 

SUPPLEMENTARY  INFORMATtON: 
Gorrection. 

In  h’R  Doc.  2013-0202.').  published  on 
laiuiarv  31. 2013,  at  78  h’R  8840,  make 
the  following  correction.  On  page  8840. 
in  the  first  column,  at  the  Agency 
heading,  remove  “Office  of  Information 
and  'rechnology"  and  add,  in  its  jilace, 
“V'eterans  Benefits  Administration”. 

Dated:  Mihriiary  .a,  2013. 

VVilliaiii  F.  Kiissu, 

Deputy  Director.  Office  of  lte<’alations  Policy 
and  .Manat’einent.  Office  ofOeneral  Oonnsel. 
Deixirtnient  of  \  'eterans  A  ffairs. 

|FK  Doc.  2(li:i-()2<l(l(i  Filod  2-7-i:i;  Hid.l  iim| 
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DEPARTMENT  OF  VETERANS 
AFFAIRS 

Rehabilitation  Research  and 
Development  Service  Scientific  Merit 
Review  Board,  Notice  of  Meeting 

The  Department  of  Veterans  Affairs 
(VA]  gives  notice  under  the  F’ederal 
Advisorv  Gommittee  Act,  5  II..S.G.  A])p. 
2,  that  the  snheommittees  of  the 
Rehabilitation  Research  and 
Development  Service  .Scientific  Merit 
Review  Board  will  meet  from  8  a.m.  to 
,3  j).m.  on  the  dates  indicated  below: 


Subcommittee 

Date(s) 

Location 

1 

Aging  and  Neurodegenerative  Disease . 

February  20,  2013  . 

*  VA  Central  Office. 

Rehabilitation  Engineering  and  Prosthetics/ 

February  20,  2013  . 

Courtyard  DC/U.S.  Capitol. 

Orthotics. 

Brain  Injury:  TBI  &  Stroke . 

February  20-21, 2013  . 

*  VA  Central  Office. 

Musculoskeletal/Orthopedic  Rehabilitation  . 

February  20-21,  2013  . 

Paralyzed  Veterans  of  America. 

Psychological  Health  and  Social  Reintegration . 

February  20-21,  2013  . 

Paralyzed  Veterans  of  America. 

Sensory  Systems/Communication  . 

February  26,  2013  . 

Paralyzed  Veterans  of  America. 

Regenerative  Medicine  . 

February  26-27,  2013  . 

Paralyzed  Veterans  of  America. 

Career  Development  Award  Program  and  Re- 

February  26-28,  2013  . 

*VA  Central  Office. 

search  Career  Scientists. 

Spinal  Cord  Injury . 

February  28,  2013  . 

*  VA  Central  Office. 

The  addresses  of  the  meeting  sites  are: 
VA  Central  Office,  131  M  .Street  NE.. 
Washington,  DG  28002 
(*Teleconfernce) 

Gourtvard  DG/II..S.  Capitol,  132.3  2nd 
Stniet  NE..  Washington,  DG  20002. 
Paralyzed  Veterans  of  America,  801 
Eighteenth  .Street  NW..  Wa.shington. 
DG  20008. 

The  ])urj)ose  of  the  Board  is  to  review 
rehabilitation  research  and  development 
applications  and  advi.se  the  Director, 


Rehabilitation  Re.search  and 
Develo])ment  .Service,  and  the  Chief 
Re.search  and  Develo])ment  Officer  on 
the  scientific  and  technical  merit,  the 
mission  relevance,  and  the  protection  of 
human  and  animal  subjects. 

The  snheommittee  meetings  will  he 
ojKiii  to  the  public  for  a])])roximately 
one-half  hour  at  the  start  of  each 
meeting  to  cover  administrative  matters 
and  to  di.scuss  the  general  status  of  the 
program.  The  remaining  portion  of  each 


subcommittee  meetings  will  he  closed  to 
the  ])nl)lic  for  the  di.scnssion. 
examination,  reference  to,  and  oral 
review  of  the  research  apjjlications  and 
criti(]ues.  During  the  clo.sed  potion  of 
each  subcommittee  meeting,  discn.ssion 
and  recommendations  will  include 
(]ualifications  of  the  ])ersonnel 
conducting  the  studies  (the  disclosure  of 
which  would  constitute  a  clearly 
unwarranted  invasion  of  personal 
privacy),  as  well  as  re.sc^arch  information 
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(the  pniiiiature  disclosure  of  which 
would  likely  compromise  significantly 
the  im])lementation  of  ])ropo.sed  agency 
action  regarding  such  research  projects). 
As  provided  by  suhsection  l()(d)  of 
Fuhlic  Law  92-483,  as  aimmded  by 
Public  Law  94-409,  closing  the  meeting 
is  in  accordance  with  5  U.S.fk 
.'■i.'52h(c)(())  and  (9)(B). 


No  oral  or  written  comments  will  he 
accepted  from  the  public  for  either 
portion  of  the  meetings.  Those  who  j)lan 
to  attend  the  open  ))ortion  of  a 
suhcommittee  meeting  shonhl  contact 
Tiffany  A.squeri,  Designated  Fculeral 
Officer,  Rehabilitation  Research  and 
neveloi)ment  Service,  at  Department  of 
Veterans  Affairs  (1()P9R),  810  Verimnit 
Avenue  NVV.,  VVa.shington,  D(;  20420.  or 


email  tiff(iny.asqiwn@va.^ov.  For 
further  information,  please  call  Mrs. 
Ascpieri  at  (202)  443-.17.'17. 

n<ito(l:  l'’(;l)riiarv  4.  2013. 

|}y  Direelion  of  tlu;  Scjcretarv: 

Vivian  Draki;, 

(Jnminittoa  Mana^cmont  Officer. 

ICK  Doc.  2(n3-()2a()(i  Filtid  2-7-13;  8:4.'')  iiin| 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Centers  for  Medicare  &  Medicaid 
Services 

42  CFR  Parts  402  and  403 

[CMS-soeo-F] 

RIN  0938-AR33 

Medicare,  Medicaid,  Children’s  Health 
Insurance  Programs;  Transparency 
Reports  and  Reporting  of  Physician 
Ownership  or  Investment  Interests 

AGENCY:  Centers  tor  Medicare 
Medicaid  Services  (CiMS),  HUS. 
action:  Final  rule. 

SUMMARY:  This  final  rule  will  n!quire 
a])])lical)le  manufacturers  of  drugs, 
d(!vices.  hiologicals.  or  medical  supplies 
covered  by  Medicare,  Medicaid  or  the 
Children’s  Health  Insurance  Program 
(CHIP)  to  report  annually  to  the 
,S(!cretarv  certain  jjayments  or  transfers 
of  value  provided  to  physicians  or 
teaching  hospitals  (“cov(;red 
r(!ci|)ieuts”).  In  addition.  ai)])licahle 
manufacturers  and  a])]dicahle  group 
purchasing  organizations  (CPOs)  are 
nupiired  to  report  annually  certain 
|)hv.sician  ownershi])  or  inve.stment 
intere.sts.  The  Secretarv  is  retjuinid  to 
publish  applicable  manufactiinjrs’  and 
aj)])lical)le  CPOs'  submitted  payment 
and  ownership  information  on  a  j)uhlic 
Web  sit(5. 

DATES:  Eflo(:tiv(^  data:  These  regulations 
are  effective  on  April  9.  2013. 

(^omplidiicc  delta:  Ajiplicahle 
manufactunns  and  ajoplicahle  grouj) 
jnirchasing  organizations  must  begin  to 
collect  the  recjuired  data  on  August  1, 
2013  and  report  the  data  to  CMS  hv 
March  31, 2014. 

FOR  FURTHER  INFORMATION  CONTACT: 

Erica  Bree;se,  (202)  200-0079. 
SUPPLEMENTARY  INFORMATION: 

I.  Exef;ulive  Summary  and  Background 

A.  Hxacutiva  Sumnuirv  for  This  Final 
Rule 

1.  Purpose 

This  final  rule  is  necessary  to 
implement  the  reepurements  in  .section 
0002  of  the  Affordable  Care  Act,  whic:h 
added  section  1128C  to  the  Social 
Security  Act  (the  Act).  That  ))rovision 
reepures  applicable  manufacturers  of 
drugs,  devices,  hiologicals.  or  medical 
supplies  covered  under  title  XVlll  of  the 
Act  (Medicare)  ora  State  ])lan  under 
title  XIX  (Medicaid)  or  XXI  of  the  Act 
(the  Children’s  Health  Insurance 
Program,  or  CiHlP)  to  report  annually  to 
the  Secretary  certain  ])ayments  or  other 


transfers  of  value  to  physicians  and 
teaching  hospitals.  S(!ction  1128C  of  the 
Act  also  reepures  applicable 
manufacturers  and  a])])licahle  group 
purchasing  organizations  (CPOs)  to 
report  certain  information  regarding  the 
ownershi])  or  inveistnumt  interests  held 
by  physicians  or  the  immediate  familv 
immihers  of  ])hvsicians  in  such  entities. 

VVe  Indieve  that  these  provisions  of 
the  Act  were  modeled  largely  on  the 
recommendations  of  the  Medicare 
Payment  Advisory  Commission 
(MculPACi),  which  voted  in  2009  to 
r(;commend  Congressional  enactment  of 
a  new  regulatory  program.  In  addition, 
the  Institute  of  Medicine  (lOM) 
recommended  implementing  a  national 
disclosure  ])rogram  for  payments  to 
health  care  providers  and  |)re.scrihers  in 
the  2009  report  titled,  "Conflict  of 
Interest  in  Medical  Re.search,  Education 
and  Practice.”  Civen  these 
recommendations  and  oth(;r  information 
on  conllicts  of  interest  that  conld  affect 
treatment  decisions,  Congre.ss  enacted 
legislation  establishing  a  national 
disclosure  jjrogram  with  section  0002  of 
the  Affordable  (iare  Act.  This  final  rule 
provides  the  imj)lementing 
reejuirements  fortius  program. 

2.  Snmmarv  of  the  Major  Provisions 
a.  TranspaiHMicy  Re])orts 

This  rule  finalizes  reepurements  for 
<i])plicahle  manidacturens  to  annually 
rej)ort  certain  paymemts  or  other 
transfers  of  value  to  coveered  reeenpients. 
The  ride:  jneivieles  elefinitiems  of 
numerems  te;rms,  suedi  as  applieeahle 
manufcielurer,  and  e;overeel  elrug.  elevice. 
hiole)gie:al,  anel  me:elie:al  sup])lv.  In 
adelition,  the  rule  also  clarifies  heiw 
ap])licahle  manidaelurers  shoulel  report 
anel  i;harae:terize  ])ayments  or  either 
transfiers  of  vedue,  inclueling  rules  for 
reseearch  payments,  anel  inelireect 
jiayments  jirovieleel  to  a  covered 
reenpient  through  a  third  jiartv.  The  rule 
also  finalizes  vvhiedi  jiayments  or  other 
transfers  of  value  are  exclude;el  from  the 
re:])orting  reejuireanents. 

In  ailelition.  the  rule  finalizes  the 
re;epurements  feir  apiilicahle 
mannfaedurers  anel  apjilieaihle  CPOs  to 
annually  rejiort  infeirmation  abend 
e:ertain  e)wne:rship  eir  investment 
intere;sts  helel  by  ])hvsie;ians  anel  the 
immediide  family  me!mhe;rs  eif 
])hysie:ians  in  sue:h  i:ntitie:s,  as  well  as 
payments  anel  either  transfeirs  eif  value  tei 
such  physicians.  The  rule  eletails  what 
con.stitules  em  eiwnership  or  invei.stment 
intereist  feir  purpo.seis  eif  the  repenting 
reiejuirements,  anel  elefines  for  whenn 
they  must  he  reiieirteel.  The  rule  also 
clarifies  the  content  for  the  ownership 
or  inve.stment  intere;.st  repeirt. 


li.  Repeirt  Sulimissiem,  (]orre;e:tion,  and 
Puldicatiein 

The  rede  finalizes  the  jireie:e.s.se;s  emel 
reepureanents  feir  a]i]die:ahle 
manuf;ie:t ureas  anel  ajiplicahle  CPOs  tei 
suhmit  their  re]ieirts  tei  CMS,  inedueling 
the  siieeafie:  data  elements  reiepdreel  tei  lie; 
inedneleel  in  the  re;peirts  anel  the  rejieirt 
feirimd.  The  rule;  ed.sei  eletails  the 
proe;e;sse;s  feir  the  review,  dispute,  anel 
e:eirree;tiein  pe;rieiel  wheai  ;ip]ilie:ahle 
m:mufae:turers.  aji}ilie:alile  CPOs. 
e:overeel  ree;ipients.  anel  physie.ian 
eiwners  eir  investeirs  are  jireivieleel  the 
oppeirtnnity  tei  review,  elispute.  and 
preipei.se  ceirreedieins  tei  re:ported 
payments  or  other  transfers  of  value,  or 
eiwneaship  or  inve.stment  intereists, 
attrilndeal  to  them.  In  additiein,  the  rule 
e:larifie;.s  the  information  to  he  inclueled 
ein  the  publicly  available  Web  site,  as 
well  as  the  u.sahility  of  the  public  Web 
site.  Filially,  the  rule  inclueleis  eleitails  on 
the  jiroeai.sses  feir  reporting  anel 
publishing  payments  eir  other  transfers 
eif  value  which  are  eligible  for  elelaveel 
]iulilicatiein. 

e;.  Penaltieis 

rhe  rule  inidueles  details  re;gareling 
the  statuteirily  aidheirizeel  e:ivil  mone:tarv 
pe;naltie.s  for  failure  tei  rejieirt  ]i<iyments 
eir  either  transfers  of  value,  or  jihvsieaan 
owneirshiji  or  investment  interests, 
inedueling  edarifii’.atiein  eif  the  instances 
whein  the  penalties  will  he  impo.seel. 

el.  Annual  Repeirt 

The  rule  finalizeis  the  eletails  eif  the; 
annual  reports  to  Ceingress  anel  the 
States. 

e.  Relidiein  to  State;  Laws 

The  rule  edarifies  the  statuteirv 
reejuirements  feir  the;  pre-emption  of 
State  laws. 

3.  Summary  of  Ceists  and  Benefits 

Ba.sed  on  the  e;eimments  sulimitted.  we 
anticipate  that  mnedi  of  the  total 
estimateel  hurelen  of  this  final  rule  will 
fall  ein  apjilie;alile;  manufaedurers  anel 
applie:ahle  CPOs.  We;  have  eistimateel 
that  the  teital  cei.st  eif  these  provisions 
will  he;  ap]ireiximately  .S2(i9  million  in 
the;  first  ye;ar  anel  .$180  milliein  annually 
the;re;afte;r.  We;  have  no  empirical  ability 
tei  estimede  the:  moui;tary  tie;ne;fits  eif  this 
jireivisiein:  heiwever,  there;  are; 
nonmeinetary  benefits,  whiedi  are; 
elifficult  tei  epiantify.  Ineaeaseel 
tran,sjiare;ne:y  re;gareling  the  extent  anel 
nature  eif  relatiemships  Iie;twe;e;n 
physied.ms,  teaediing  heisjiitals,  emel 
inelu.stry  mannfaedurers  will  permit 
jiatients  tei  make  he;tter  infeirme;el 
eleiidsieins  when  edieiosing  lu;alth  care; 
lireifeissionals  and  making  tre;atment 
deicisions.  anel  dete;r  inapprojiriate 
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financial  relationshij).s  \vhit;h  can 
.sometimes  lead  to  increasetl  health  care 
costs.  Additionally,  increasinl 
transj)arency  about  the  owners  and 
investors  in  (Il’Os  will  allow  purchasers 
to  make  t)(itt(;r  informed  decisions  and 
identify  potential  conilicts  of  inlcnest 
will]  ordering  j)hv.sicians. 

li.  Bctckgroiind 

1.  Legislative  Overview  (Statutory 
Background) 

Section  (j()02  of  the  Affordahle  ('.are 
Act  a(ld»!(l  section  11280  to  the  Act. 
which  recpiires  aj)plicahle 
manufacturers  of  drugs,  devices, 
hiologicals.  or  medical  supjilies  covered 
under  Medicare  or  a  State  plan  under 
Medicaid  or  C.lllF  to  re))ort  annually  to 
tin;  Secrcitarv  certain  payments  or  other 
transfers  of  value  to  physicians  and 
teaching  hospitals.  Section  1128(i  of  the 
Act  also  r(!(|uir(;s  ap])licahle 
manufacturers  and  ap])licahle  OFOs  to 
report  certain  information  n;garding  tin? 
ownership  or  inve.stment  interests  held 
by  ])hysicians  or  the  immediate  family 
members  of  j)hy.sicians  in  such  entities. 

Spticifically.  manufacturers  of  covered 
drugs,  devices,  hiologicals.  and  medical 
supplies  (aj)i)lical)le  manufactnnirs)  are 
n!(|nired  to  submit  on  an  annual  basis 
the  information  retinired  in  section 
1128(I(a)(l)  of  the  Act  about  c(M'tain 
payments  or  other  transfers  of  value 
made  to  jilivsicians  and  teaching 
hospitals  (collectively  called  covered 
reci|)ient.s)  during  the  c{)urse  of  the 
preceding  calendar  year.  Similarly, 
.section  112H(',(a)(2)  of  the  Act  re(|uires 
applicable  manufacturers  and 
applicable  (IFOs  to  disclo.se  any 
owner.ship  or  inve.stment  interests  in 
such  entities  held  by  physicians  or  their 
immediate  family  members,  as  well  as 
information  on  any  payments  or  other 
transfers  of  value  |)rovided  to  such 
physician  owners  or  investors. 
Apj)licahle  manufacturers  mn.st  report 
the  required  payment  and  other  transfer 
of  value  information  annually  to  the 
S»!cretary  of  the  De])artment  of  Health 
and  Human  Services  (HHS)  (the 
Secretary)  in  an  electronic  format.  The 
statute  also  ])rovides  that  applicable 
manufacturers  and  ap])lical)le  (IFOs 
mn.st  report  annually  to  the  Secretary 
the  nupiinul  information  about 
j)hysician  ownershij)  and  investment 
interests,  including  information  on  anv 
|)ayment.s  or  otluu'  transfers  of  value 
providcid  to  physician  owners  or 
investors,  in  an  electronic  format  by  the 
.same  date.  Applicable  manufacturers 
and  applicable  (IFOs  an;  subject  to  civil 
monetary  jjenalties  ((IMFs)  for  failing  to 
comj)ly  with  the  reporting  reciuirements 
of  the  statute.  The  .Secretary  is  recpiired 


by  statute  to  pnhlisli  the  r(;])orted  data 
on  a  public  Web  site.  The  data  must  he 
downloadable,  easily  searchable,  and 
aggregated.  In  addition.  W(;  mn.st  submit 
annual  reports  to  the  Oongress  and  each 
.Slate  summarizing  the  data  report(;d. 
Finally,  section  1128(1  of  the  Act 
generally  j)reem])ts  .State  laws  that 
r(;(jnire  disclosnn;  of  the  same  ty  pe  of 
information  by  manufacturers. 

2.  Transparency  0\’ervi(;w 

We  recognize  that  collaboration 
among  physicians,  teaching  hospitals, 
and  industry  manufacturers  contributes 
to  the  design  and  delivery  of  life-saving 
drugs  and  devices  and  we  receiv(;d 
many  comments  supporting  this 
statement.  However,  as  discn.ssed  in  the 
propo.sed  rule  and  in  the  public 
comments  submitted,  pavments  from 
manufacturers  to  j)hvsicians  and 
teaching  hospitals  can  also  introduce 
conilicts  of  interest  that  may  influence 
research,  education,  and  clinical 
decision-making  in  ways  that 
compromise  clinical  integrity  and 
patient  care,  and  may  lead  to  increased 
health  care  costs. 

We  recognize  that  disclosure  alone  is 
not  .sufficient  to  differ(;ntiate  l)(;neficial 
financial  relationships  from  tlu)se  that 
create  conilict  of  inter(;sts  or  are 
otherwise  impro])er.  Mor(;ov(;r,  financial 
ties  alone  do  not  signifv  an 
ina])])ropriate  relationshi]).  How(;ver. 
transparency  will  slK;d  light  on  the 
nature  and  extent  of  relationships,  and 
will  hoj)efnllv  discourage  the 
d(;velopment  of  inap])ropriate 
relationships  and  hel])  ])rev(;nt  the 
increased  and  j)otentially  unnecessary 
health  care  costs  that  can  ari.se  from 
such  conilicts.  (liven  the  intricacies  of 
disclosure  and  the  importance  of 
discouraging  inapprojjriate 
relationshi])s  without  harming 
beneficial  ones,  we  have  worked  closely 
with  stakeholders  to  b(;tter  understand 
the  current  .sco])e  of  the  interactions 
among  ])hysicians.  teaching  hosj)itals. 
and  industry  manufacturers.  In  addition 
to  this  feedback,  we  consulteil  with  the 
HH.S  Inspector  (I(;n(;ral,  as  r(;(jnired  hv 
the  statute.  Our  conclusions  and 
interpretations  in  the  jjreamble  are 
soli;ly  for  pnrpo.ses  of  this  n;gnlation 
and  do  not  aj)ply  in  other  contexts. 

II.  Provisions  of  the  Proposed  Rule  and 
Analysis  of  and  Responses  U;  Public 
(lomments 

In  the  December  It).  2011  pro])o.sed 
rule  (70  FR  78742).  we  solicited  i)uhlic 
comment  on  a  number  of  jjroposals 
regarding  transj)arency  re])orts  and  the 
reporting  of  physician  ownership  or 
inve.stment  intere.sts.  In  response  to  our 
solicitation,  we  received  ap])roximately 


373  timely  public  c:omment.s.  Most  of 
the  public  comments  addre.ssed 
])rovi.sions  included  in  the  propo.sed 
rule.  We  received  .some  comments  that 
wen;  outside  the  scope  of  the  ])ropo.s(;(l 
rule  and.  th(;r(;fore.  will  not  he 
ad(lr(;.ssed  in  this  final  rule.  .Summaries 
of  the  public  comments  that  an;  within 
the  .sco])(;  of  tin;  j)rop{).sals  and  our 
n;.sponses  to  tho.se  comments  are  .set 
forth  in  the  various  sections  of  this  final 
rule  under  the  appropriate  headings.  In 
this  final  rule,  we  have  organized  the 
document  by  presenting  onr  ])ropo.sals, 
summarizing  and  responding  to  the 
public  comments  for  the  pro])osal(s). 
and  describing  our  final  policy. 

The  following  .sections  outline  the 
agency’s  directives  concerning 
im])lementation  of  section  1128(1  of  the 
Act.  including  clarification  of  the  terms 
and  definitions  used  in  the  statute,  as 
well  as  ])rocednres  for  the  submission. 
revi(;w.  and  publication  of  the  rejjorted 
data.  For  terms  undefined  by  the  statute, 
we  have  jiiovided  definitions  where 
ap])ropriate  to  j)rovide  additional 
clarity,  as  well  as  ex])lanations  of  how 
we  interpret  such  terms.  During  the 
])nhlic  comment  p(;riod,  we  rec(;ived 
numerons  comments  on  how  to 
approach  and  structure  the  final  rule, 
such  as  providing  additional  examples 
and  memorializing  intentions  in  the 
r(;gulatory  text.  We  a])j)reciate  the 
comments  and  have  endeavon;d  to 
develop  a  final  rule  that  allows  for 
r{;])orting  flexibility  while  also 
j)roviding  sufficient  detail,  claritv.  and 
.standardized  j)roce.sses,  in  order  to 
h(;tter  ensure  the  accuracy  of  the 
published  data.  Throughout  the  final 
rub;,  time  |;(;riods  referenced  in  davs  are 
considered  to  be  calendar  day.s.  unle.ss 
otherwi.se  noted. 

A.  Tiniing 

This  final  rule  has  not  been  published 
in  time  for  aj)plicahle  manufacturers 
and  a|)j)licahle  (IFOs  to  begin  collecting 
the  information  required  in  section 
1128G  of  the  Act  on  janiiary  1. 21)12,  as 
l)rovided  in  the  statute.  In  the  propo.sed 
rule,  we  indicat(;d  that  we  would  not 
recjuin;  a])])lical)le  manufacturers  and 
apj)licahle  (IFOs  to  h(;gin  collecting  the 
r(;(]nir(;(l  information  until  aft(;r  the 
j)uhlication  of  this  final  rule.  We 
propo.sed  a  pre])aration  period  of  5)0 
days.  Additionally,  we  considered 
recjuiring  the  collection  of  data  for  part 
of  2012,  to  he  reported  to  (IM.S  bv  the 
.statutory  date;  of  March  31,  2013.  We 
akso  .stated  that  we  were  considering 
re(]uiring  the  collection  of  data  for  ])art 
of  2012,  to  be  reported  to  (IM.S  by  the 
.statutory  date  of  March  31, 2013,  and 
recpiested  comments  on  the  feasibility  of 
a  ])artial  year  collection. 
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Commmt:  Many  eoininenlers  were 
coneerned  with  the  lengtli  of  time 
ap])lieal)h;  manufacturers  and 
applicable  GFOs  would  he  given 
following  ])nhlication  of  the  final  rule 
l)(!fore  the  data  collection  recinirements 
l)(!gin. 

A  nnmher  of  these  commenters 
suggested  that  the  reporting 
nuinirements  begin  as  (jnickly  as 
l)ossihle  following  the  publication  of  the 
final  rule,  in  order  to  ensure  that  there 
is  sufficient  time  for  data  to  he  collected 
for  a  |)artial  year  of  2012.  These 
commenters  recommended  a  3()-dav 
preparation  period.  Gonversely.  many 
other  commenters  recjnested  that  the 
data  collection  recpnrement  not  h(!gin 
until  lanuary  1.  2018,  stating  that  the 
data  collection  recjnirement  for 
collecting  a  partial  year  of  data  woidd 
he  difficult  and  overly  burdensome. 
Other  commenters  did  not  address  the 
h(!ginning  date  for  data  collection,  hut 
in.stead  advocated  for  a  longer 
preparation  period  than  the  proposed  90 
days.  The  majority  of  these  commenters 
r(!(inested  an  180-day  pre])aration 
pcM’iod.  hnt  a  few  suggested  longer,  with 
the  longest  being  l.'i  months.  Some 
commenters  also  recjnested  that 
regardless  of  the  timing,  data  collection 
.should  hcigin  at  the  hcjginning  of  a 
(juarter  and  ahso  exjjlaimul  that  making 
systems  changes  during  the  last  cjuarter 
of  a  year  would  he;  difficult. 

Ih^sponsH:  We  a])])reciate  tluxse 
comments  and  agreu;  that  data  collection 
needs  to  hc;gin  as  soon  as  nucsonahly 
jjossible;  however,  to  allow  ns  lime  to 
address  the  imj)ortant  inj)ut  we  received 
from  stakeholders  during  the 
rulemaking  jn'occjss.  we  annoimccnl  in 
May  2012  that  we  would  not  reejuire  the 
collection  of  any  clata  before  January  1, 
2018.  We  are  finalizing  that  the  data 
collection  reejuirennent  will  hcigin  on 
August  1,  2018,  allowing  about  an  180- 
day  ])rej3aration  j)erio(l.  \Ve  believe  that 
this  is  a  sufficient  amount  of  time  for 
a|)|)licahle  manufacturers  and 
a])])licahle  GFOs  to  jjrejiare. 

Comnif^nt:  A  few  commentens 
rcujiKisted  that  GMS  modify  the 
r(!])orting  recjidrements  for  the  first  vear. 
.Some  suggestcHl  (;asing  the  initial 
burden  by  jihasing  in  re])orting  with  a 
highc!!'  minimnm  dollar  threshold,  while 
others  mcouumaided  collecting  more 
data  for  2012  hv  reejuiring  retroactive 
re])orting. 

liosponso:  Wc;  a])])reciate  these 
comments,  hut  we  do  not  believe  that 
we  have  authority  to  amend  the 
reporting  recjidrements  for  the  first  year. 
In  addition,  we  believe  that  changing 
the  rejiorting  recjidrements  for  a  single 
year  would  be  ojierationally  difficult, 
sini;e  both  GMS  and  aj)j)lic:ahle 


manufacturers  and  ajijilicahle  GPOs 
would  have  to  ilevelojj  .systems  and 
then  change  them  after  the  first  year. 

The  statute  .sets  forth  the  minimum 
threshold  for  rejiortahle  jiayments  and 
does  not  ajijiear  to  jirovicle  anv 
authority  for  us  to  c.hange  it.  We  believe 
that  bec:ausc:  the  threshold  is  jirovidecl 
in  the  statute  itself.  aj)j)lic:al)le 
mauufaclurers  were  given  adeejuate 
notice  of  the  threshold  amount  and 
should  be  able  to  jirejiare  for  it.  We  are 
also  i:oni:erned  that  changing  the 
threshold  for  1  year  would  he  confusing 
to  u.sers.  With  regard  to  retroactive 
rejiorting,  we  similarly  believe  that  we 
do  not  have  the  authority  to  reejuire  this 
and  will  not  adojit  that  ajjproac:h. 

After  consideration  of  the  jmblic 
comments  rec:eivecl  and  given  the  timing 
of  the  final  rule,  we  are  establishing  that 
clata  c;ollec:ticm  will  begin  on  August  1, 
2018  and  mn.st  be  reported  to  us  by 
Marc;h  81,  2014.  There  will  be  no 
ret  roact  i  ve  re jiort  i  ng. 

B.  Triinspavency  B(^)orts 

.Section  1128G(a)  of  the  Act  outlines 
the  transjiarency  rejiorting  recjidrements 
and  consists  of  two  jiaragrajihs.  The 
fir.st,  .section  1128(i(a)(l)  of  the  Act. 
outlines  the  recjuirecl  rejioits  from 
ai)j)lic:al)le  manufacturers  ou  jiavments 
or  other  transfers  of  value  to  cxiverecl 
rec;ij)ient.s.  The  .sec:oncl.  section 
1128(](a)(2)  of  the  Act.  outlines  the 
rejioiting  recjidrements  for  aj)j)lic:ahle 
manufacturers  and  ajijilicahle  GFOs 
c:c)nc;erning  ownershij)  and  investment 
interests  of  j)hy.sii:ian.s.  and  their 
immediate  family  members,  as  well  as 
information  on  anv  jiavments  or  other 
transfers  of  value  jirovided  to  such 
jihysician  owners  or  investors.  While 
there  is  some  overlaj)  between  the.se 
.submissions,  we  jirojiosed  that  the.se 
two  tyjies  of  information  he  rejiorted 
sejiarately  to  ensure  that  the  relevant 
rejiorting  obligations  of  aj)j)lic:ahle 
manufacturers  and  aj)j)licable  GFOs  are 
clearly  distinguished.  We  solicited 
comment  on  this  general  ajijiroadi,  but 
rec;eivecl  no  comments,  so  we  are 
finalizing  this  jirovision  as  jirojio.sed. 

Additionally,  we  also  want  to 
emjihasize  that  c;omj)liance  with  the 
rej)orting  recjidrements  of  .section  1128G 
of  the  Act  does  not  exemjit  aj)j)lic:able 
mamdactnrers,  aj)j)lic;ahle  GFOs. 
c:c)verecl  recijiients,  jihvsic.ian  owners  or 
investors,  immediate  family  members, 
other  entities,  and  other  jiersons  from 
any  jiotential  liability  a.ssoctatecl  with 
jiayments  or  other  transfers  of  value,  or 
ownershij)  or  investment  interests  (for 
examj)le,  jjotential  liability  under  the 
Federal  Anti-Kic:khac:k  statute  or  the 
False  Glaims  Act).  However,  we  akso 
want  to  make  clear  that  the  inclusion  of 


a  jiayment  or  other  transfer  of  value,  or 
ownershij)  or  investment  intere.st  on  the 
j)nl)lic  database  does  not  mean  that  anv 
of  the  j)arties  involved  were  engaged  in 
any  wrongdoing  or  illegal  conduct. 

1.  Rejiorts  on  Fayments  and  Other 
Transfers  of  Vhdue  Under  .Section 
1128G(a)(  l)  of  the  Act 

a.  Aj)j)lic:al)le  Manufacturers 

While  the  term  aj)j)lic:al)le 
manufacturer  was  defined  in  section 
1128G  of  the  Act.  we  jiroviclecl 
additional  clarificxition  in  the  j)rc)j)c).secl 
rule.  In  this  section,  we  aim  to  even 
more  clearly  define  the  entities  that  will 
be  recjuirecl  to  rejioit. 

(1)  Definition  of  Ajjj)lic:al)le 
Manufacturer 

In  the  jirojjosed  rule  we  defined 
“aj)j)lic:able  manufacturer"  for  the 
j)urj)o.ses  of  this  regulation  as  an  entitv 
that  i.s— - 

•  Engaged  in  the  jirocluction, 
j)rej)aratic)n.  j)rc)j)agatic)n,  c;c)mj)c)uncling, 
or  c;c)nversic)n  of  a  c:c)verecl  drug.  clevic:e, 
biological,  or  meclic;al  .suj)j)lv  for  sale  or 
clistrihution  in  the  United  .States,  or  in 

a  territorv.  j)c).sse.ssic)n.  or 
commonwealth  of  the  United  .States:  or 

•  Under  c:c)mmc)n  ownershij)  with  an 
entity  in  the  fir.st  j)aragraj)h  of  this 
definition,  and  whic:h  j)rc)vicle.s 
assistance  or  .suj)j)C)rt  to  siicli  entity  with 
resj)ec:t  to  the  j)rc)chic:tic)n,  j)rej)aratic)n, 
j)rc)j)agatic)n,  c;c)mj)c)nncling,  c;c)nversic)n. 
marketing,  jiromotion.  sale,  or 
distribution  of  a  covered  drug,  device, 
biological,  or  meclic:al  suj)j)ly  for  sale  or 
clistrihution  in  the  United  .States,  or  in 

a  territorv,  jiosse.ssion.  or 
c:c)nnnonwealth  of  the  United  .States. 

In  defining  ajjj)lic:ahle  manufacturer, 
we  interjiretecl  the  statutory  j)hrase 
“operating”  in  the  United  .States,  or  in 
a  territorv.  jiossession,  or 
c:c)nnnonwealth  of  the  United  .States  in 
sec:tic)n  1128G(e)(2)  of  the  Act,  as  “for 
.sale  or  cli.stribution"  in  the  United 
.States,  or  in  a  territorv,  jio.sse.ssion,  or 
c:c)nnnc)nwealth  of  the  United  .States. 

(Joiunwnt:  Many  c:c)mmenters 
exju’essecl  conc;ern  with  GM.S’s 
interjiretation  of  the  jihrase  "aj)j)lic;al)le 
manufacturer.”  .Sj)ec;ific;ally.  manv 
commenters  suggested  that  the  j)hra.se 
“for  .sale  or  cli.strihution"  i.s  overly  broad 
and  would  aj)plv  to  nearly  any  entity  in 
the  world  involved  in  the 
manufac:turing  c:hain  or  marketing  of  a 
c:c)verecl  drug,  device,  biological,  or 
meclicxd  sujijilv  (referred  to  generally  for 
j)urj)C).se.s  of  this  rule  as  a  “c:overecl 
j)rc)cliic;t”)  that  is  ultimately  sold  or 
clistrihutecl  in  the  United  .States,  even  if 
.suc:h  entity  has  no  ojicrrations  in  the 
Unitc^cl  States.  These  c;onunenters 
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nictmiinended  that  (^M.S  retain  tlie 
statutory  language  and  define  the  phra.se 
“operating"  in  the  United  States  as 
having  a  physical  location  in  the  Unitcul 
States  or  conducting  husiness  activities 
in  the  United  .States.  .Several 
coinmenters  agreed  with  and  sn})ported 
the  proposed  definition. 

liosponsa:  We  ap])reciate  tin; 
connnents  and  agree  that  the  proposed 
definition  may  have  inadvertently 
cajjtured  entities  that  operate  wholly 
outside  the  United  .States,  many  oi 
which  may  have  little  or  no  interaction 
with  U..S.  health  care  jjroviders.  We  did 
not  intend  to  cajiture  ton;ign  entities 
that  may  contribute  to  the 
manufacturing  jiroce.ss  of  a  cov(;r(;d 
product,  hnt  have  no  husiness  presence 
in  the  United  .States.  Accordingly,  we 
have  decided  to  revise  the  definition  hy 
retaining  the  statutorv  jdirase  operating 
in  the  United  .States,  which  we  defined 
as  having  a  |)hvsical  location  within  the 
United  .States,  or  otherwise  conducting 
activities  within  the  United  .States  or  in 
a  territorv.  j)o.ssession.  or 
connm)nwealth  of  the  Unit(;d  .States.  We 
h(;lievt;  that  any  manufacturer,  foreign 
or  not.  which  operates  in  the  United 
.States  (including  hv  selling  a  product) 
mn.st  comply  with  the  re])orting 
recpurements.  regardle.ss  of  where  the 
product  is  phvsicallv  manufactured. 
Therefore,  under  this  final  rule.  entiti(;s 
l)as(;d  outside  the  United  .States  that  do 
have  operations  in  the  United  States  an; 
subject  to  the  re])orting  r(;(pnrement.s. 
Additionally,  we  note  that  entiti(;s  that 
have  operations  in  tin;  United  .States  are 
not  i)ermitted  to  circumv(;nt  the 
reporting  recjiurements  hy  making 
payments  to  covered  reci])ient.s 
indirectly  through  a  foreign  entitv  that 
has  no  operations  in  the  Unit(;d  .States. 
Snell  payments  an;  considered  to  hi; 
made  by  the  entity  that  is  ojierating  in 
the  United  States  as  an  indirect  payment 
or  other  transfer  of  value  and  must  he 
report(;d  as  such,  so  long  as  the  entity 
ojierating  in  the  United  States  is  aware 
of  the  identity  of  the  covered  recipients 
rec(;iving  the  payments  as  reipiired  for 
all  indirect  payments  or  other  transfers 
of  value. 

Coinmont:  Many  coinmenters 
recommended  additional  limitations  on 
the  scojh;  of  tin;  definition  of  applicable 
manufacturer.  A  few  coinmenters 
suggest(;d  (IM.S  limit  the  definition  to 
manufacturers  directly  involved  in 
manufacturing  of  the  final  prodiu.t.s.  and 
not  entities  that  .sup])ly  components  and 
raw  materials.  In  addition,  manv 
coinmenters  stated  that  the  definition 
.should  not  include  hospitals  or  other 
entities  that  jirodnce  covered  products 
for  sale  to  or  u.se  hy  their  own  patients 
only.  A  few  coinmenters  jirovided 


similar  comments  that  entitiiis  that 
prodnci;  or  compound  products  or  te.sts 
should  hi;  exempt  from  the  definition. 

For  exam])le,  many  pharmacies 
compound  medications  in  small  hatches 
for  individual  patients  at  the  direction 
of  a  inescrihing  physician. 

Ih^sponso:  We  recognize  that  entities 
that  only  mannfactnre  raw  materials  or 
components  may  differ  from 
mamifacturers  of  the  final  jirodnct.  and 
we  believe  that  the  statutory  framework 
already  treats  them  differently.  The 
definition  of  “apjilicahle  manufacturer" 
is  dependent  on  the  definition  of 
“covered  drug,  device,  biological  or 
medical  su])])ly."  Raw  materials  and 
components  often  do  not  meet  the 
definition  of  covered  drug,  device, 
biological,  or  medical  supplv  because 
payment  is  not  available  for  them  in 
their  component  form  under  Medicare, 
Medicaid  or  CHll^.  Entities  that  only 
mamifai:ture  raw  materials  or 
comjionents.  which  are  not  themselves 
covered  products,  will  not  he  required 
to  report  unless  they  are  under  common 
ownership  with  an  applicable 
manufacturer  and  assi.st  such 
manufactnn;!’ with  tin;  production, 
prejiaration.  projiagation.  comjionnding. 
conversion,  marketing,  inomotion.  sah;, 
or  distrihution  of  a  cover(;d  drug, 
device,  biological,  or  m(;dical  supjdy.  In 
the  event  a  su])|)lier  of  raw  materials  is 
under  common  ownershi])  with  an 
applicable  mannfacturer,  it  will  he 
subject  to  tin;  re])orting  r(;(iuirements  for 
entities  und(;r  common  ownership, 
including  options  for  consolidated 
reporting  with  the  ap])lical)le 
mannfacturer. 

In  addition,  wi;  agree  with  the 
comments  regarding  hosjiitals, 
pharmacies,  and  laboratories  that 
jnoduce  or  manufacture  materials  and 
products  solely  for  their  own  use  or  u.se 
hy  their  jiatients.  We  believe  that  it  was 
not  the  intent  of  the  statute  to  include 
these  entities  as  applicable 
manufacturers,  since  they  are  not  listed 
in  the  statute  as  manufacturers.  Given 
these;  considerations,  we  have  revised 
the  definition  of  applicable 
manufacturer  to  exclude  entities  such  as 
hospitals,  hospital-based  pharmacies 
and  laboratories  that  manufacture  a 
cover(;il  product  solely  for  use  hv  or 
within  the  (;ntity  its(;lf  or  hy  an  entity’s 
own  jiatients.  In  addition,  the  definition 
of  applicable  mannfactun;r  does  not 
iiu;lude  pharmacies,  including 
compounding  ])harmaci(;s,  that  meet  all 
of  the  following  conditions:  (1)  Maintain 
e.stahlishments  that  comiily  with 
ajiplicahh;  local  laws  regulating  the 
practice  of  pharmacy;  (2)  regularly 
engage  in  dispensing  iirescrijition  drugs 
or  devices  iqion  jne.scriptions  from 


licensed  practitioners  in  the  cour.se  of 
their  profe.ssional  practice;  and  (3)  do 
not  jirodnce,  jnepare,  jiropagate, 
conqioimd,  or  convert  drugs  or  devices 
for  .sale  other  than  in  the  regular  coursi; 
of  th(;ir  business  of  di.sp(;nsing  or  .selling 
drugs  or  devices  at  retail  to  individual 
l)ati(;nts. 

(A)ininont:  Many  comment(;rs 
addressed  whether  distributors  and 
whole.sai(;rs,  including  rejiackagers, 
relahelers,  and  kit  assemblers,  met  the 
definition  of  ajiplicahle  manufacturer. 
These  entities  w(;re  not  specificallv 
address(;d  in  the  propo.sed  rule  other 
than  the  recognition  that  there  are  other 
definitions  of  “manufacture.” 
“mannfac:turer"  and  “manufacturing" 
with  which  industry  may  he  familiar 
(such  as  those  in  21  CFR  207. .3,  21  CFR 
210.3(h)(12).  21  GFR  820. 3(o),  and  42 
U.S.G.  130(ir-8(k)(5)).  The  coinmenters 
repre.sent(;d  both  side.s — some  advocated 
that  these  tyjies  of  entiti(;s  meet  the 
definition,  while  others  advocated  that 
thev  do  not.  Some  coinmenters  noted 
that  di.strihutors  and  wholesalers 
purchase  and  often  taki;  the  title  to 
covered  ])roducts  and  then  sell  them  to 
provid(;rs.  The  distrihutor  may  or  may 
not  rebrand  or  repackage  the  product 
before  resale.  Coinmenters  on  both  sides 
referr(;d  to  other  definitions  of 
“manufacturer"  and  “mannfacture” 
both  in  the  Affordable  Care  Act  and 
(;l.sewh(;re,  some  of  which  specificallv 
r(;fer(;nce  di.strihutors  and  some  of 
which  did  not,  similar  to  the  statutorv 
definition  in  section  1128C(e)(9)  of  the 
Act.  The  advocates  for  including 
distributors  and  whole.salers  state  that 
h(;can.se  these  entities  are  involved  in 
“preparation”  and  “jiropagation”  of 
covered  products,  they  should  he 
included  based  on  the  statutory 
definition.  Converselv,  other 
coinmenters  stated  that  di.strihutors  and 
wholesalers  stock  multiple  competing 
products,  so  they  do  not  trv  to  .swav 
purchasing  decisions  in  the  same  way  as 
a  manufacturer. 

Re.s/jon.se;  We  agree  that  di.strihutors 
and  whole.salers  (which  include 
rejiackagers,  relahelers,  and  kit 
assianhlers)  that  hold  the  title  to  a 
cov(;red  drug,  device,  biological  or 
medical  sujijily  meet  the  definition  of 
an  ajijilicahle  manufacturer  for  the 
jmrjio.se  of  this  rule.  We  believe  that 
distributors  that  hold  the  title  to  a 
covered  jiroduct  are  similar  to 
a|)])lical)le  manufacturers  since  both 
hold  title  to  the  jirodnct  at  some  jioint 
in  the  jiroduction  and  distrihution 
cycle.  These  entities  will  he  subject  to 
the  same  requirements  as  all  other 
ajijdicahle  manufacturers,  as  de.scrihed 
in  more  tletail  in  this  .section. 
Wholesalers  or  distributors  that  do  not 
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hold  the  title  of  a  covered  product  will 
not  he  subject  to  the  re])orting 
nuluireiuents,  unless  they  an;  under 
common  ownership  with  an  a])])licahle 
manniactunu’  and  ])rovid(!  assistance  or 
sn])]K)rt  with  respec.t  to  a  covered  drug, 
device,  biological,  or  medical  su])])ly. 
Finally,  an  aj)plicahl(^  manufacturer  that 
has  product(s)  with  titles  held  hv 
distributors  do(!s  not  need  to  report 
|)ayments  or  other  transfers  of  value 
mad(;  by  the  distributor  or  wholesaler  to 
covered  recipients,  since  th(?se  will  he 
reported  by  the  distributor  or 
whole.saler.  However,  in  the  event  that 
the  applicable  mannfactnrer  makes 
payments  or  other  transfers  of  value 
related  to  the  product  independently 
from  the  di.strihntor  or  wholesaler  (or 
through  the  distributor  or  wholesaler  as 
a  third  party),  then  the  applicable 
manufacturer  would  have  to  re]iort 
these  jjayments  or  other  transfers  of 
value. 

(2)  Limitations  to  the  Definition  of 
Ajjplicahle  Manufactunu' 

In  the  j)reamhl(;  to  the  i)roj)osed  ride, 
we  clarified  that  the  ajiplicahle 
mannfactnrer  definition  included 
entities  that  hold  Food  and  Drug 
Admini.stration  (FDA)  a])|)roval, 
licensuri!,  or  clearanci;  for  a  covered 
drug,  device,  biological,  or  medical 
supjily,  even  if  they  contract  out  the 
actual  physical  manufacturing  of  the 
product  to  another  entity.  We 
interpreted  the.se  entities  as  being 
“engaged  in  the  production, 
preparation,  projiagation.  compounding, 
or  conversion  of  a  covered  drug,  device, 
biological,  or  medical  supply." 

However,  we  did  not  adilre.ss  whether 
the  entity  manufacturing  the  product 
under  contract  is  an  applicable 
manufacturer.  We  also  proposed  that 
any  mannfactnrer  that  meets  the 
definition  of  ap])lic:ahle  manufacturer  by 
manufacturing  at  least  one  covered 
drug,  device,  liiological  or  medical 
su])j)ly  (as  defined  later  in  this  .section) 
wonld  he  considered  an  apiilicahle 
manufacturer,  even  though  it  may  also 
manufacture  products  that  do  not  fall 
within  that  category. 

L’omnien/;  A  few  commenters 
recpie.sted  clarification  on  the  rejiorting 
recinirements  for  situations  when  the 
license-holder  is  not  the  manufacturer 
or  the  manufacturing  proce.ss  is 
contracted  out.  'I'he.se  commenters 
rcicommendcul  that  if  an  entity,  which 
manufactures  a  covered  ])roduct  under 
contract,  hut  does  not  market  or 
distribute  the  jiroduct  and  is  not  an 
ajiplicahle  mannfactnrer  otherwi.se.  then 
the  entity  does  not  meet  the  definition 
and  does  not  need  to  rejiort. 


Hesponsfi:  We  agree  that  additional 
clarification  is  neces.sary,  although  we 
recognize  that  it  is  difficult  to  anticijiate 
all  potential  manufacturing 
arrangements.  In  general,  we  hidieve 
that  onr  iiropo.sed  position  to  require 
re])orting  hv  an  entity  that  holds  an  FDA 
a])])roval,  licensure,  or  clearance  for  a 
covered  jnodnct  is  appropriate.  Such 
entities  are  clearly  “engaged  in  the 
production,  preparation,  propagation, 
comjiounding,  or  conversion"  of  a 
covered  jiroduct.  We  did  not  receive  any 
comments  on  this  and  are  finalizing  it 
as  jiroposed.  For  the  contracted  entity 
conducting  the  actual  manufacturing, 
we  believe  that  these  entities  fit  into  the 
definition  of  applicable  manufacturer, 
since  they  are  actually  manufacturing  a 
covered  product  and  clearly  are 
“engaged  in  the  production, 
jneparation,  projiagation,  compounding, 
or  conversion"  of  a  product.  Therefore, 
we  ari!  finalizing  that  entities  that 
mannfacture  any  covered  product  are 
applicable  manufacturers,  even  if  the 
mannfactnrer  does  not  hold  the  FDA 
a])proval,  licensure,  or  clearance.  While 
we  recognize  that  such  entities  do  not 
neces.sarily  market  thi;  jiroduct,  we 
believe  it  is  clear  that  they  do 
manufacture  it.  However,  we  also 
understand  that  the.se  mannfactnrers' 
business  model  may  not  he  focused  on 
covered  products.  Therefore,  if  an 
apjilicahle  manufacturer  do(;s  not 
mannfacture  a  covered  drug,  device, 
biological,  or  medical  su|iplv  except 
pursuant  to  a  written  agreement  to 
mannfacture  the  covered  product  for 
another  entity,  does  not  hold  the  FDA 
approval,  licensure  or  clearance  for  the 
product,  and  is  not  involved  in  the  sale, 
marketing  or  distribution  of  the  product, 
then  the  mannfactnrer  is  only  required 
to  rejiort  jiayments  or  other  transfers  of 
value  l  alcitcd  to  tho  covoivd  product. 
This  is  described  in  the  regnlatory  text 
at  §4()3.9()4(h)(4).  If  an  applicable 
mannfactnrer  has  this  business 
arrangement  for  some  jiroducts  and  also 
manufactures  at  least  one  covered 
product  that  does  not  meet  these 
criteria,  then  the  ap])licahle 
manufacturer  mu.st  report  all  payments 
or  other  transfers  of  value  subject  to  the 
reiiorting  reipiirements.  We  believe  that 
this  is  consistent  with  our  treatment  of 
other  mannfactnrers  with  business 
models  that  are  not  focused  on  covered 
products,  as  di.scus.sed  in  more  detail  in 
this  section.  Finally,  no  payment  or 
other  transfer  of  value  should  he 
re])orted  more  than  one  time  hv  a  single 
entity. 

Comment:  Several  commenters  also 
discn.ssed  (iMS’s  projio.sed  decision  to 
recpiire  applicable  manufacturers  to 


re]K)rt  all  jiayments  or  transfers  of  value 
to  covereil  recipients  rather  than  only 
payments  related  to  covered  drugs, 
devices,  hiologicals,  and  medical 
supplies.  While  a  few  commenters 
snjiported  this  propo.sal.  others  did  not. 
Entities  and  organizations  with  oidy  a 
small  numher  of  covered  products 
believed  that  reporting  all  jiayments 
wonld  he  overly  hnrden.some  and 
recommended  limiting  the  definition  to 
mannfactnrers  that  obtain  a  certain 
|)ercentage  (generally  ."i  or  10  percent)  of 
their  sales  or  revenues  from  covered 
products. 

Hesponsc:  We  .stand  by  onr  decision 
to  recpiire  re|)orting  of  all  payments  or 
transfers  of  value  to  covered  recipients 
rather  than  only  payments  related  to 
covered  drugs,  devices,  hiologicals,  and 
medical  snpjilies  and  discn.ss  this 
decision  more  fully  in  .section  lI.B.l.h  of 
this  final  rule.  We  do  not  believe  that  all 
payments  or  other  transfers  of  value  are 
related  to  particular  covered  products. 

.so  we  do  not  want  an  apjilicahle 
manufacturer  to  avoid  rcqiorting  hv 
representing  certain  payments  or  other 
transfers  of  value  to  covered  recipients 
as  being  unrelated  to  covered  products. 

However,  we  are  .sensitive  to 
a])j)licat)le  manufacitnrers  whose 
primary  business  focus  is  not  the 
lirodnction  of  covered  drugs,  devices, 
biological  or  medical  supiilies.  hut  mav 
.still  jiroduce  one  or  a  few  covered 
jH'odncts.  We  recognize  that  since  so 
few  of  their  jiroducts  are  covered,  many 
of  their  competitors  will  not  he  subject 
to  the  reporting  reipununents,  providing 
the  competitors  with  a  potential 
competitive  advantage.  Despite  this 
recognition,  we  also  do  not  believe  that 
these  entities  .should  he  exempt  from  all 
reporting,  since  other  manufacturers  of 
the  same  covered  products  with  a 
different  business  model  would  be 
subject  to  reporting.  We  recognize  that 
these  applicable  manufacturers  could 
also  classify  payments  or  other  transfers 
of  value  as  unrelated  to  a  covered  drug, 
device,  biological  or  medical  supjily  in 
order  to  trv  to  avoid  the  reporting 
reejnirements;  however,  we  believe  the 
burden  on  these  applicable 
mannfactunirs  of  rejiorting  all 
interactions  related  to  all  products  (not 
just  covered  drugs,  devices,  hiologicals. 
or  medical  supplies)  outweighs  this 
concern,  'riierefore,  we  have  clarified 
the  agency’s  position  in  S4().3.‘)04(h)(l) 
to  allow  apjjlicable  mannfactnrers  with 
less  than  10  percent  of  total  (gross) 
revenues  from  co\'ered  drugs,  devices, 
hiologicals  or  medical  sujiplies  during 
the  previous  fiscal  year  to  report  only 
jiayments  or  other  transfers  of  value 
specifically  related  to  covered  drugs, 
devices,  hiologicals  or  medical  supplies. 
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The  lO-percent  threshold  should  he; 
calculated  based  on  the  com])anv’s  total 
(gross)  annual  revenue.  Applicable 
luamdacturers  with  less  than  10  percent 
of  total  (gross)  revenue  from  covened 
products  during  the  previous  year  that 
have  payments  or  other  transfers  of 
value  to  rej)ort  must  register  with  ('.MS 
and  mu.sl  alt(!sl  that  less  than  10  percent 
of  total  (gross)  revenues  are  from 
covered  products,  along  with  their 
attestation  of  the  submitted  data.  We 
selected  a  10-percent  threshold  based  on 
the  puhlii:  comments  that  we  received 
suggesting  a  range  from  5  to  10  percent: 
we  chos(!  the  higlnu'  iiercentage  in  oriler 
to  reduce  the  reporting  burden  on  a 
grciater  number  of  entities. 

(j)niinent:  A  few  commenters  also 
recjuested  additional  clarification  on 
when  an  entity  with  no  covered 
products  becomes  an  applicable 
manufacturer  hecau.se  payment  becomes 
available  for  one  of  the  comjiany's 
products  under  Medicare.  Medicaid  or 
(3 111’  (for  example,  because  a 
manufacturer's  onlv  product  received 
FDA  approval).  Most  of  the  commenters 
sinijily  reipiested  clarific:ation.  since  this 
was  not  addressed  in  the  jiroposed  rule. 

1  lowever.  a  commenter  suggested  that 
(iMS  should  allow  new  applicable 
manufacturers  a  grace  jieriod  (for 
example.  180  days)  to  allow  the 
manufacturer  time  to  jirepare  to  coinjilv 
with  the  data  collection  reepiirements. 

We  agree  that  we  should 
provide  clarification  on  when  a  product 
iiecomes  “covered”  and.  thus,  when  an 
applicable  manufacturer  who  did  not 
previously  have  anv  other  covered 
jiroducts  becomes  subject  to  the  data 
collection  and  reporting  recjuirements 
under  this  rule.  We  will  allow  the 
applicable  manufacturer  a  grace  period 
of  180  days  following  a  jiroduct 
becoming  “covered"  to  begin  comj)lying 
with  the  data  collection  and  n;porting 
nuiuirements.  We  believe  this  is 
a})j)ropriate  hecau.se  it  is  the  same 
preparation  period  allowed  after  the 
publication  of  the  final  rule,  allowing  all 
new  apjjlicahle  manufacturers  the  same 
time  to  j)repare  for  complying  with  the 
data  collection  and  rejjorting 
nKiuirements. 

(.3)  (iommon  Ownership 

The  definition  of  aj)plicahle 
manufacturer  includes  entities  under 
common  ownership  with  an  ap|)lical)le 
manufacturer.  We  proposed  to  define 
“common  ownership”  as  when  the  same 
individual,  individuals,  entity,  or 
entities,  directly  or  indirectly,  own  anv 
portion  of  two  or  more  entities.  This 
would  ap|)ly  to  a  range  of  corporate 
arrangements,  including,  hut  not  limited 
to,  parent  comjjanies  and  subsidiaries 


and  l)r(>thei7sister  corporations.  In 
addition,  we  also  included  an  alternate 
inter|)retation  that  wonld  limit  tin; 
common  ownership  definition  to 
circum.stances  where  the  same 
individual,  individuals,  entity,  or 
entities  own  .'5  percent  or  more  of  total 
ownershi])  in  two  or  mon;  entities.  This 
would  he  subject  to  tin;  same 
reejuiremeuts  as  the  definition  described 
pnn'iously,  hut  would  only  apply  to 
common  interests  of  5  percent  or  more. 

Regarding  how  ajjplicahle 
manufacturers  under  common 
ownership  will  submit  re]K)rts.  we 
proposed  that  if  two  or  more  entiti(!S 
individually  met  the  pro])osed 
definition  of  an  apj)lical)le  manufacturer 
under  paragra])h  (1)  of  the  definition, 
the  entities  should  report  sejjarately 
under  section  1128(1  of  the  Act. 

However,  if  only  one  company  under 
common  ownership  met  the  proposed 
definition  of  applicable  manufactnrer 
under  ])aragra])h  (1)  of  the  propo.sed 
definition,  and  the  other  company  is 
reejuired  to  report  under  paragra])h  (2)  of 
the  definition,  then  the  affected  entities 
can  choose  whether  or  not  to  report 
together.  Additionally,  we  jiroposed  that 
a  jiayment  or  other  transfer  of  value 
jirovided  to  a  covered  recijiient  in 
accordance!  with  a  joint  ventnn!  or  other 
coojierative  agreement  hetweien  two  e)r 
more  ajijilicahle  mannfactnrers  must  he 
rejiorted  iu  the  name  tif  the  a])j)lie:al)le 
manufactnrer  that  actually  furnished  the 
jiayment  (ir  (itluir  transfer  (if  value  t(i  the 
ccivered  recijiieut,  unle.ss  the  terms  (if  a 
written  agreement  hetw(!en  the 
a|i|ilicahle  manufacturers  .s|iecifically 
reejiure  (itherwise.  .so  hiiig  as  the 
agr(!ement  niejuinis  that  all  payments  (ir 
(ither  transfers  of  value  in  accordance 
with  the  arrangement  are  rejiorted  hv 
one  (if  the  a|ijilicalile  manufacturers. 

Comnwnt:  Many  c(immenters  did  not 
su]i|i(irt  the  agency’s  deli  nit  i(in  of 
comiiKin  ownershiji.  Tluise  commenters 
generally  rec(immen(led  that  a  thresh(ild 
greater  than  the  jinijiosed  alternative  of 
.1  jiercent  be  a]j]ilied  t(i  (l(!t(!rmine 
common  (iwnershiji.  The  c(immenters 
that  snji]i(irt  a  higluir  threslKild 
generally  a(lv(icat(!d  f(ir  a  “c(imm(in 
c(intr(il”  standard,  which  is  traditi(inally 
a  gr(!at(!r  (iwnershiji  jierc(!ntage  (if  .'iO  t(i 
80  Jiercent,  rather  than  an  affiliate 
status,  which  is  generally  aniund  .1 
Jiercent.  Qiiiverselv.  s(ime  (:(immenters 
.sujiji(irte(l  the  jir(iji(i.se(l  (lefiniti(in,  as 
well  as  the  .'i  jiercent  alternative. 

Hosponso:  \\h'.  ajijireciate  the 
c(imments  and  hav(!  (Uicided  t(i  finalize 
the  .')-ji(!rcent  (iwnershiji  thresluild  for 
(Xiinnuin  ownershiji.  VVe  r(!C(ignize  that 
this  is  a  l(iW(!r  thnisluild  than  manv  of 
the  c(immenter.s  rec(imm(!n(le(l: 
however,  we  believe  this  is  ajijirojiriate. 


We  believe  that  had  (iiingress  intended 
t(i  establish  a  "c(imm(in  contixil" 
standard,  it  w(iuld  have  used  that  t(!rm, 
rather  than  “c(imm(in  (iwnershiji.” 
Similarly,  a  .^i-jiercent  thresluild  hir 
(Xiinmon  (iwnershiji  is  used  elsewhere 
in  the  Act,  in  (itluir  (IMS  r(!gulati(ins, 
and  is  (iiie  with  which  entities  are 
familiar,  f'er  examjile.  s(!(:ti(in  1124(a)(3) 
(if  the  Act  (hifiiuis  the  term  “jiers(in  with 
an  (iwnershiji  (ir  c(intr(il  int(!rest.”  in 
jiart.  as  a  jier.son  wlui  has  a  dinict  (ir 
indirect  (iwnershiji  inteixist  in  an  entity 
(if  at  l(!ast  5  Jiercent.  We  als(i  believe 
that  clarifying  when  an  entity  under 
c(imm(in  (iwnershiji  has  to  reji(irt  (as 
exjilained  in  this  secti(in)  will  helji 
reduce  the  number  (if  entities  under 
comnuin  (iwnershiji  reporting. 

Caiumimi:  Many  commenters  also 
r(!(ju(iste(l  additional  clarificati(in  on 
luiw  the  agency  was  interjireting 
“assistance  and  sujiji(irt”  for  entities 
under  cciinmon  (iwiuirshiji,  since  (inly 
entities  under  common  (iwnershiji 
which  jiixivide  “assistance  and  sujijiort” 
for  the  listed  manufacturing  activities 
lUied  t(i  reji(irt.  These  c(immenters 
varied  in  their  sngg(!sti(ins,  hut  uuist 
a(lv(icate(l  a  narrow  interjir(!tati(in,  such 
as  (inly  tluise  inv(ilve(i  in  sales  and 
marketing  (ir  tluise  entiti(!.s  int(!gral  or 
ne(;(!.ssary  t(i  the  mamdacturing  jiixice.ss. 
In  a(l(iiti(in,  some  (aiinnuinters 
(jnesti(in(!(i  wluither  sejiarate  (ijierating 
divisions,  which  are  lUit  related  t(i 
c(iV(!re(l  jiroducts.  such  as  the  animal 
luxdth  (livisi(in  (ir  (iver-the-c(iunter 
drugs  (livisi(in.  iuukI  t(i  reji(irt.  The 
(■.(iinmenters  advuicated  that  reji(irting  (if 
these  divisions  would  be  confusing, 
since  tluyv  are  unrelated  to  C(iV(ir(!(l 
jir(iducts. 

/le.s/Jo/i.sYi;  We  ajijir(!ciate  these 
comments  and  agree  that  we  sluiidd 
jir(ivi(le  great(ir  clarificati(in  to  helji 
identify  the  (intities  uiuhir  common 
(iwnershiji  which  are  nujuired  to  rejiort. 
W(!  define  “assistance  and  sujijiort”  as 
being  necessary  or  integral  to  tlu! 
jir(iducti(in,  jirejiaration,  projiagati(in, 
c(imjiounding.  c(inversi(in,  mark(!ting. 
jmiiiuition.  sale,  (ir  distribution  (if  a 
covered  jirodnct.  For  example,  an  entity 
nn(l(!r  common  (iwnershiji  which 
jir(i(luc(!S  the  active  ingredient  hir  a 
c(iver(!d  drug  and  jiiovides  it  to  the 
ajijilicahle  manufacturer  for  inclusi(in  in 
the  final  jiixiduct  w(iid(l  he  (-.(iiisidered 
necessary  to  the  manufacturing  (if  that 
Jirodnct,  since  the  ajijilicahle 
mannfacturer  could  not  jiroduce  the 
drug  without  the  active  ingredient. 
C;(inv(!rsely,  an  entity  under  common 
ownership  that  only  aids  the  ajijilicahle 
manufacturer  with  human  re.sources 
administrative  functions  woidd  not  he 
deemed  necessary  or  integral  to  the 
Jirodnct  ion,  jireparation,  projiagation. 
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comjjounding.  conversion,  marketing. 
])romotion,  sale,  or  distribution  of 
covered  j)ro(lucts,  since  human 
resources  functions  are  not  directlv 
involved  with  any  ofthe.se 
manufacturing  proce.sses. 

In  geiunal,  we  l)eliev(;  that  all 
l)ayments  or  other  transfers  of  value 
related  to  covenul  products  should  he 
reported,  hut  that  we  should  minimize 
the  re])orting  of  paymcmts  or  other 
transfers  of  value  imrelat(Kl  to  coveretl 
])roducts.  I’lu!  final  rule  does  not  recpiire 
entities  under  common  ownershi])  to 
report  when  they  are  not  necessary  or 
integral  to  manufacturing,  and  are  not 
applicable  manufacturers  in  and  of 
themselves.  However,  an  indirect 
payment  or  other  transfer  of  value  made 
to  a  covered  reci])ient  through  an  entity 
under  commou  ownership  that  is  not 
necessary  or  integral  to  the 
manufacturing  process  must  .still  he 
reported  as  recpiired  for  indirect 
payments  or  other  transfers  of  value.  In 
addition,  we  believe  that  entities  under 
common  ownership  that  are  uece.ssary 
{)r  integral  to  the  production. 

])re])aration,  propagation,  compounding, 
conversion,  marketing,  promotion,  sale 
or  distribution  of  a  covered  product 
should  not  have  to  report  all  payments 
or  other  transfers  of  value  that  the 
entities  jjrovide  to  covered  recipients, 
and  §4()3.‘)()4(h)(2)  of  this  final  rule 
.states  that  they  only  need  to  report 
payments  or  other  transfers  of  value  that 
are  related  to  covered  produces. 

Finally,  with  regard  to  ajiplicable 
manufacturers  that  have  sej^arate 
operating  divisions  that  only  ])roduce 
non-covered  products  and  do  not  meet 
the  definition  of  providing  “assistance 
and  sujiport,”  we  believe  that  such 
divisions  only  need  to  report  payments 
or  other  transfers  of  value  that  are 
related  to  a  covered  drug,  device, 
biological  or  medical  supply  as  stated  in 
4?  4()3.9()4(b)(3).  VVe  believe  that  the  vast 
majority  of  paynumts  or  other  transfers 
of  value  will  not  be  related  to  covered 
products.  To  ])revent  applic;ahle 
manufacturers  from  diverting  payments 
through  these  divisions  in  order  to 
avoid  the  re])orting  reciuirements,  we  are 
finalizing  that  all  i)ayment.s  or  other 
transfers  of  value  made  by  these 
divisions  that  are  related  to  covered 
products  must  be  rej)orted.  This 
includes  ])ayment.s  or  other  transfers  of 
value  made  directly  hv  the  o])erating 
division,  as  w(;ll  as  payments  or  other 
transfers  of  value  made  indirectly  by  the 
applicable  manufacturer  through  the 
separate  o]u;rating  division,  as  the  latter 
payments  are  nupiired  to  hi;  rejiorted  as 
indirect  payments  or  other  transfers  of 
value. 


(Ayninwnt:  Many  commenters 
advocated  that  CMS  should  allow 
entities  more  flexibilitv  to  submit 
con.solidated  reports,  regardless  of 
whether  an  entity  meets  the  definition 
of  applicable  manufacturer  under 
paragraph  1  or  2  of  the  ])ro])os(Kl 
definition  and  at  the  company  or 
oj)erating  division  level.  'I’hese 
commenters  ex})lained  that 
manufacturers  may  have;  complicated 
iiorporate  .structurcjs  and  reporting 
systems  and  suggested  that  the  agency 
provide  additional  llexihility  in 
re])orting.  Additionally,  the  commenters 
noted  that  consumers  may  not  he 
familiar  with  the  names  of 
manufacturers’  smaller  divisions  and, 
therefore,  publication  of  the  data  under 
the  names  of  the  smaller  divisions  could 
limit  the  usefulne.ss  of  the  ])uhli,sh(!d 
data  to  consumers.  Other  commenters 
agreed  with  increased  flexibility,  hut 
advocated  that  the  reports  should 
clearlv  state  what  entities  an;  included 
in  the  re])ort,  including  re})orting  which 
payments  were  made  by  which  entity. 

Ihisponse:  VVe  agree  that  (nitities 
shonld  have  more  flexibilitv  to  re]K)rl 
togtitlnn'  or  S(!])arately.  Therefon;.  we 
clarified  in  §4()3.9()8(d)  that  a|)plicahle 
manufacturers  under  ])aragraph  1  of  the 
(hdinition  that  are  under  common 
ownership  with  separate  entities  that 
are  al.so  ap])lical)le  manufacturers  under 
paragraph  1  may.  hut  are  not  recpiinul 
to,  file  a  consolidatiul  report  for  all  of 
the  entities.  Additionally,  as  we  stated 
in  the  proposed  rule,  applicable 
manufacturers  under  ])aragraj)h  1  of  the 
definition  of  applicable  manufacturer 
and  an  entity  (or  entities)  under 
common  ownership  with  such 
manufacturer  under  ])aragra])h  2  of  the 
definition  al.so  may,  l)ut  are  not  required 
to.  file  a  con.solidated  report.  VVe  believe 
that  this  will  make  reporting  less 
burdensome  to  entities  and  will  provide 
more  clarity  to  consumers.  However,  we 
are  concerned  that  it  will  not  he  clear 
to  CMS  or  consumers  which  comjnmies 
are  under  common  owinn'ship  and  are 
either  reporting  together  or  separately, 
rherefore,  if  multiple  applicable 
manufacturers  (under  paragraph  1  and/ 
or  2  of  the  definition)  submit  a 
con.solidated  report,  we  are  rexjuiring 
that  the  re])ort  must  provide  information 
spetnfied  by  C'.MS  to  identifv  each 
a])])lical)le  manufacturer  and  entity  (or 
entities)  under  c:onnnon  ownershi])  that 
the  report  covers.  Additionally, 
ap])lical)le  manufacturers  submitting 
con.solidated  reports  mu.st  si)ei:ifv  on  an 
individual  payment  line  which  entity 
made  which  di.scret(!  ])ayment  or  other 
transfer  of  value.  VVe  believe  this 
method  is  more  u.seful  for  consumers 


since  it  clarifies  the  si)ecific  entitv 
making  the  payment.  We  al.so  believe 
that  this  method  provides  significantly 
more  clarity  for  covered  reci])ient.s  when 
reviewing  their  payments  or  other 
transfers  of  value,  allowing  them  to 
better  review  the  information  submitted 
on  their  behalf.  Regardless  of  whether 
apj)lical)le  manufacturers  file  separate 
or  consolidated  rej)ort.s, 
§4()3.9()H(d)(l)(iv)  and  (d)(2)(ii)  clarify 
that  in  no  ca.se  shall  a  single  ])ayment 
or  other  transfer  of  value  he  reported 
more  than  once  by  multiple  applicable 
manufacturers  (under  c:onnnon 
ownershi])  or  not).  Each  transaction 
between  an  a])])lical)le  manufacturer 
and  a  c:overed  reci])ient  must  he 
re])orted  only  one  time.  Al.so,  to  su])])ort 
our  ability  to  improve  identity  and  data 
matching,  regardless  of  whether 
applicable  manufacturers  file  separate 
f)r  con.solidated  re])ort.s.  all  covered 
reci])ient.s  included  in  the  report  mu.st 
he  individually,  uni(]uely  and 
consistentlv  identified.  'I'he  same 
individual,  if  ])resent  on  multi])le 
])avment  lines  within  the  same  re])ort, 
mu.st  have  the  same  uniepte  identifiers 
for  all  occurrences  within  the  re])ort. 

For  exam])le,  the  same  name  and 
National  Provider  Identifier  (NFi)  (as 
re{]nired  to  he  re])orted  in  this  final  rnle) 
shonld  he  used  consistently  for  all 
])avment  lines  and  any  sul)sec]uent 
u])date.s  for  the  same  individual. 

Finally,  we  did  not  receive  any 
comments  on  our  ])ro])o.sed  re])orting 
method  for  joint  ventures  and  co- 
])romotion.s.  so  we  have  finalized  these 
])rovi.sion.s  as  ])ro])o.sed,  which  required 
re])orting  by  the  a])])licable 
manufacturer  that  actually  made  the 
])ayment  or  other  transfer  of  value 
(unless  decided  by  the  parties  to  re])ort 
differently)  and  that  the  ])ayment  or 
other  transfer  of  value  was  onlv  re])orted 
once. 

In  sum,  after  consideration  of  the 
])uhlic  comments  ret:eived,  we  are 
revising  the  interpretation  t)f  what  it 
means  that  an  entity  is  ‘‘o])erating  in” 
the  United  States.  We  are  finalizing  the 
])o.sition  that  a])])licahle  manufacturers 
mu.st  re])ort  all  ])ayment.s  or  other 
transfers  of  value,  hut  clarif  ying  that 
manufaclnrers  with  less  than  10  ])ercent 
of  their  gross  revenue  coming  from 
covered  ])roduct.s  only  have  to  re])ort 
])ayment.s  related  to  covered  ])roduct.s. 

In  addition,  we  are  al.so  finalizing  the 
definition  of  common  ownershi])  to 
re(]uire  a  threshold  of.')  percent  or  more 
common  ownershi])  interest  and 
])roviding  additional  clarification  on  the 
re(]uirement.s  for  re])orting  by  entities 
under  common  ownershi]).  Finally,  we 
are  allowing  additional  flexibility  for 
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ii])])li(:al)le  manuiaeturers  (under 
paragra])h  1  and/or  2  of  the  definition) 
to  report  separately  or  together 
d(!|)en(ting  on  their  inttnnal  struetun!. 

1).  (iovenul  Drug,  Dcn  ice,  Hiologieal,  or 
Medical  Supply 

'I’he  data  collection  and  reptnting 
r(;(piireinents  are  limited  to  applicable 
manufacturers  of  a  "covered  drug, 
device,  biological,  or  medical  supplv.” 
rh(!  phrase  “covered  drug,  device, 
biological,  or  medical  supj)ly”  is 
defined  in  .section  ri28(i(e)(.'))  of  the  Act 
as  any  drug,  biological  j)roduct,  device, 
or  medical  supply  for  which  payment  is 
“available”  under  Medicaid!.  Medicaid, 
or  (311F.  Becau.se  there  are  numerous 
payment  mechanisms  in  Medicare. 
Medicaid  and  CHIP,  we  projjosed  that 
drugs,  devices,  biologicals.  or  medic  al 
supplies  for  which  jiayment  is  available 
through  a  composite  payment  rate,  as 
well  as  tho.se  reimbur.sed  sei)arately,  are 
considenid  to  he  covered  j)roducts 
under  .section  1128C  of  the  Act.  We 
were  jjarticularly  concerned  about 
inadvertentlv  excluding  items,  such  as 
implantable  devices,  for  which  ])aym(!nt 
may  be  available  onlv  as  part  of  a 
bundled  |)aym(mt. 

We  jcropo.scul  to  define  “covered  drug, 
device,  biological,  or  medical  su))plv” 
as:  any  drug,  device,  biological,  or 
mcidical  supply  for  which  payment  is 
available  under  Title  XVlll  oi  the  Act  or 
umhu'  a  State  plan  under  'fitlc!  XIX  or 
XXI  (or  a  waiver  of  such  plan),  eitluM' 
S(!parately.  as  part  of  a  lee  schedule 
payment,  or  as  part  of  a  composite 
payment  rate  (for  example,  the  hospital 
inpatient  |)rospective  i)ayment  system 
or  the  hospital  outpatient  ))rospective 
j)ayment  .system). 

The  proposcul  definition  included  two 
exceptions  to  limit  the  entities 
reporting.  W(!  proposed  to  limit  drugs 
and  biologicals  in  the  definition  of 
"covenul  drug,  device,  biological,  and 
medical  supply.”  to  drugs  and 
biologicals  that,  by  law.  recpiin;  a 
prescription  to  be  disj)ensed.  thus 
excluding  drugs  and  biologicals  that  are 
considered  “over-the-counter”  (OTCi). 
Similarly,  we  proposed  an  additional 
limitation  to  the  definition  as  it  pcntains 
to  (hivices  and  medical  supj)lies.  which 
would  limit  them  to  those  devices 
(including  medical  supplies  that  are 
devices)  that,  by  law.  r(!(]uire  premarket 
a])proval  by  or  notification  to  FDA.  I’liis 
would  (ixclude  many  Cilass  1  devices  and 
c(;rtain  (ila.ss  II  devices,  whic:h  are 
exempt  from  pnmiarket  notification 
nupurements  under  21  ll.S.Ci.  380(1)  or 
(m),  such  as  tongiu!  depressors  and 
(ilastic  bandages. 

Beyoiul  coverage,  the  proj)o.s(;d  ride 
also  discussed  what  payments  or  other 


transfers  of  value  must  be  reported.  In 
the  propo.sed  rule,  we  specifically  stated 
that  manufacturers  who  manufacture 
both  non-covered  products  (such  as 
()T(;  drugs)  and  at  least  one  jiroduct 
that  falls  within  the  definition  of  a 
covered  drug,  device,  biological  or 
medical  supply  would  be  re(|uired  to 
report  (ill  |)ayments  or  transfers  of  value 
to  covered  recipients  reijuired  by 
section  1128C;  of  the  Act  (whether  or  not 
a.ssociated  with  a  covered  drug,  device, 
biological  or  medical  sup])lv). 

(loinnicnl:  Many  commenters 
iiupured  about  the  definition  of  covered 
drug,  device,  biological,  or  medical 
sujiply.  Many  commenters  sipiported 
the  propo.sed  definition,  particularlv  the 
])roj)osed  limitations,  which  did  not 
receive  any  opjiosition.  However,  a  few 
commenters  .sought  clarification  on  how 
the  two  jiarts  of  the  definition  work 
together.  The.se  commenters  sought 
clarification,  for  exam|)le,  on  whether  a 
drug  or  biological  that  re(|uires  a 
prescription  to  he  dispensed  or  a  device 
that  reijuires  premarket  apjiroval  or 
clearance,  hut  for  which  pavment  is  not 
available  under  Medicare,  Medicaid  or 
(31IF,  would  be  a  covered  product. 

H((S])()ns(r.  We  are  pleased  with  the 
sup])ort  for  the  proposed  definition, 
including  the  limitations,  and  have 
finalized  them.  In  addition,  we  agriie 
with  the  commenters  regarding  a  need 
for  clarification  concerning  the 
relationshi])  between  the  jiarts  of  the 
definition.  We  had  intended  the 
interjiretation  of  the  definition  to 
riKjuire  that  a  ])roduct  must  meet  both 
parts  of  the  definition  in  order  to  be 
considered  covered.  In  order  to  make 
this  more  clear,  we  have  revised  the 
definition  to  clearly  .state  that  a  covered 
drug,  device,  biological  or  medical 
.su])j)ly  is  one  for  which  payment  is 
available  under  Medicare,  Medicaid  or 
CHIP  and  which,  reijuires  a  prescription 
to  he  dispensed  (in  the  ca.se  of  a  drug 
or  biological)  or  premarket  approval  bv 
or  notification  to  the  FDA  (in  the  case 
of  a  device  or  a  medical  sujijily  that  is 
a  device).  For  example,  a  device  which 
is  of  a  type  that  requires  premarket 
notification,  hut  for  which  iiavment  is 
not  available  under  Medicare.  Medicaid, 
or  CHIP,  would  not  be  a  covered  device 
under  the  program.  Finally,  we  do  not 
intend  to  cajiture  all  items  that  require 
FDA  premarket  ajiproval  or  |)remarket 
notification  and  for  which  payment  is 
available  under  Medicare,  Medicaid,  or 
(3  IIP;  rather,  we  onlv  intend  to  include 
items  that  meet  these  criteria  and  that 
are  devices  (or  medical  supjilies  that  are 
devices).  For  example,  the  definition  is 
not  intended  to  include  products  that 
reiiuire  premarket  ajiiiroval  or 


jiremarket  notification,  but  that  are 
regulated  by  the  FDA  solely  as  a  food. 

Connnant:  Many  commenters 
reijnested  additional  clarification  and 
details  concerning  the  meaning  of 
liayment  being  “available”  under 
Medicare,  Medicaid  or  (3  IIP.  Some 
commenters  inquired  whether  the 
availability  of  jiayment  referred  only  to 
those  items  that  have  been  approved  or 
cleared  by  FDA.  Other  commenters 
suggested  that  the  definition  should 
only  include  jiayments  for  products 
which  are  reimbur.sed  .separately,  and 
not  through  a  bundled  pavment.  Finallv. 
a  few  commenters  inquired  whether  the 
projio.sed  definition  referred  to  jiayment 
availability  on  a  single  basis  (for 
exanqile.  as  a  residt  of  an  appeal)  or  if 
jiayment  was  regularly  available. 

Rasponsa:  We  agree  with  the 
comments  that  additional  clarification 
of  the  meaning  of  “availability”  of 
])ayment  would  be  useful.  33ie  statute 
provides  that  in  order  to  be  a  covered 
product,  payment  must  be  available 
under  Medicare,  Medicaid  or  C3I1P. 
While  the  statute  does  not  discuss  FDA 
a])i)roval,  clearance  or  notification,  most 
products  for  which  jiavnient  is  available 
under  Medicare,  Medicaid  or  CHIP  will 
have  received  1-33A  ajiproval  or 
clearance.  However,  we  note  that  there 
may  be  excejitions.  For  example, 
payment  may  be  available  under 
Medicare  for  certain  investigative 
devices  that  receive  an  investigational 
device  exemption  (IDE)  from  the  FDA 
and  are  classified  as  a  Categorv  B 
device,  in  accordance  with  42  (d-’K  jiart 
4().‘i  Suhpart  B.  In  addition,  payment 
may  be  available  under  Medicaid  for 
certain  drug  jiroducts  described  in 
.section  lt)27(k)(2)  of  the  Act,  that  have 
not  been  ajijiroved  by  the  FDA.  but  were 
commercially  used  or  sold  in  the  United 
States  before  the  date  of  the  enactment 
of  the  Drug  Amendments  of  1982  (or 
which  are  identical,  similar,  or  related 
within  the  meaning  of  21  CFR 
31().8(h)(l )  to  such  drugs)  and  have  not 
been  the  subject  of  a  final  determination 
by  the  Secretary  that  they  are  a  “new 
drug.”  While  we  understand  that  a 
bright  line  test  would  be  u.seful,  limiting 
covered  products  to  those  that  have 
received  FDA  ajijiroval  or  clearance  (or 
for  which  notification  has  been 
jirovided  to  the  f  DA)  would  not  he 
coinjirehensive.  We  believe  that 
manufacturers  are  generally  aware  when 
jiayment  is  available  for  their  drugs, 
devices,  biologicals.  or  medical  sujijilies 
under  a  Federal  health  care  iirogram. 

In  addition,  we  do  not  agree  with  the 
suggestions  to  interpret  payment 
availability  as  being  limited  to  those 
provided  sejiarately,  rather  than  through 
a  hundled  payment.  We  recognize  that 
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it  is  not  always  clear  wh(;ther  a  product 
is  i)ai(l  through  a  hundle,  making  it 
difficult  to  estahlish  whether  ])ayment  is 
available.  We  also  r(;cognize  tliat  this 
(!X])ands  the  mmiher  of  products 
luecitiug  the  defiuitiou  of  t:overed  drug, 
device,  biological  or  imulical  supply. 
However,  huudled  paviiumts  constitute 
a  significant  i)ortiou  of  Medicare 
reiml)urs(!meut  and  excluding  i)roducts 
that  are  reimbursed  only  as  part  of 
huudled  ])aymeuts  would  exclude 
mauufae:turers  of  products  who  have 
historically  had  significant  relationships 
with  ])hysiciaus  and  teaching  hosi)itals. 
For  examjjle,  we  believe  it  would  he 
inappropriate  to  exclude  implautcKl 
devices  that  are  reimhur.sed  through  the 
hospital  inpatient  jnospective  payment 
.system  (IFFS)  or  the  outpatient 
prospective  j)ayment  system  (OFPS),  as 
well  as  chronic  kidney  disease  drugs 
and  products  reimbursed  through  the 
end  stage  renal  disease;  (ESRD)  bundled 
paym(;nt  .system.  As  a  r(;.sult.  the  final 
rule  adopts  the  ])roposal  to  include 
])rodncts  which  are  reimbursed 
se])aratelv  or  as  ])art  of  a  hundl(;d 
])ayment.  We  note  that  hecau.se  there 
was  some  confusion  about  the  ])hra.se 
“com])osit(;  payment  rate”  in  the 
pro])o.sed  rule,  we  have  re])laced  it  with 
the  ])hrase  “bundled  pavment"  and 
continue  to  inter])ret  that  as  meaning 
IPPS.  OPPS,  and  other  ])ro.sp(;ctive 
payment  .systems. 

Coinnwni:  Manv  commenters  also 
recpiested  clarification  on  what  products 
con.stitnt(;d  a  device  or  medical  snp])ly. 
'I’he  pro])o.sed  rule  did  not  define  these 
terms,  so  commenters  provided 
recommendations  for  ways  to  clarify  the 
terms,  such  as  limiting  them  to  product 
classes  or  providing  definitions. 
Additionally,  commenters  questioned 
whether  specific  ])roducts  would  or 
would  not  he  considered  a  “device”  or 
“medical  sn])])ly”  for  the  purposes  of 
the  reporting  recpiirements. 

Hnsponse:  We  apjireciate  the 
comments  and  note  that  covered  devices 
and  medical  sup])lies  are  limited  to 
tho.se  devices  and  medical  snpjjlies  for 
which  payment  is  available  under 
Medicare,  Medicaid  or  CHIP,  and  are  of 
the  tyjje  that  reciuire  premarket 
notification  to  or  premarket  ap])roval  by 
the  FDA.  We  believe  that  this  provides 
applicable  manufacturers  with  a  clear 
.sense  of  the  devices  and  medical 
.su])|)lies  that  constitute  covered  devices 
and  medicals  supplies,  as  well  as  those 
that  do  not.  For  example.  h’DA  defines 
the  devices  (including  certain  medical 
sn])j)lie.s)  that  are  exempted  from  the 
premarket  notification  reejuirements. 
This  information  can  be  found  in  21 
CFR  j)art.s  882  through  892  and  is 


publicly  available  on  the  FDA’s  Web 
sit(;. ' 

(jOinniHnt:  A  few  commenters 
suggested  that  r(;porting  on  all  payments 
or  oth(;r  transfers  of  value,  including 
those  related  to  i)roducts  under 
development,  is  too  broad,  'fhese 
commenters  recommended  that  onlv 
payments  or  other  transfers  of  value 
related  to  coveri;d  ])roducts  should  he 
reported.  Similarly,  other  commenters 
recpie.sted  that  payments  or  other 
transfers  of  value  for  c(;rtain  ])roducts. 
.siu;h  as  veterinary  drugs,  he  (;xcluded 
since  the  relationships  related  to  such 
inodncts  are  not  intended  to  he 
inclmled  by  the  statute. 

Hespons(^:  As  noted  ])reviouslv,  we 
are  finalizing  the  propo.sal  that,  in  most 
circmn.stances,  a])plicahle 
manufacturers  must  report  pavments  or 
other  transfers  of  value  to  covered 
recipients  regardle.ss  of  whether  they  are 
related  to  a  covered  product.  We  believe 
that  not  all  payments  or  other  transfers 
of  value  will  he  related  to  sj^ecific  drugs. 
d(;vlces,  hiologicals,  f)r  medical 
supjjlies,  but  thev  nevertheless 
repre.sent  a  financial  relationship 
between  an  applicable  mannfactur(;r 
and  a  covered  recipient  that  has  the 
])otential  to  affect  medical  jndgm(;nt  and 
must  he  reported  under  the 
recjuirements  in  section  1128(1  of  the 
Act.  Additionallv,  we  are  concenu;d 
that  limiting  the  reporting  recpiirements 
to  payments  or  other  transfers  of  value 
related  to  covered  products  would 
create  loopholes  that  would  allow 
entities  to  avoid  reporting  of  certain 
payments  or  other  transfers  of  value. 
However,  we  do  understand  that 
payments  related  to  products  that  will 
never  become  covered  by  Medicare, 
Medicaid  or  CHIP  (such  as  animal 
health  jirodncts)  may  unnecessarily 
increase  the  scojie  of  reporting. 
Therefore,  we  have  limited  the  reporting 
recpiirements  to  addre.ss  this  situation, 
as  well  as  other  situations  described 
previously  in  the  discussion  of  the 
limitations  to  the  definition  of 
“applicable  manufacturer,”  where 
recpiiring  an  ajijilicahle  manufacturer  to 
report  ])ayments  related  to  non-covered 
produces  would  he  unnec:e.ssarily 
hnrdensome  and  not  particularly  useful 
to  the  public:.  We  arc;  finalizing  that 
.separate  divisions  that  manufac:tnrc; 
only  non-c;ovc;rc;cl  ])rocluc.t.s  do  not  nc;c;cl 
to  rc;])ort  jiayments  or  other  transfers  of 
values  imlc;.ss  the  payments  or  othc;r 
transfers  of  value  arc;  in  fac;t  related  to 
covered  products  (.sc;c;  the  applic:al)lc; 
manufac:tiirc;r  and  payments  or  othc;r 


'  List  of  (!Xi!in|)l  |)ro(lii(:ls:  http:// 
\\\\\\Mcci^ssd(itii.ld(i.;^ov/srripls/cdvh/<:fdw's/cfpcd/ 
:iI5.clm  .  ' 


transfers  of  value  .sc;c:tions  of  this  final 
ride).  Similarly,  we  do  not  intend  to 
c:aptnrc;  paymc;nt.s  made  to  a  veterinary 
school  that  may  be  as.soc:iatc;cl  with  a 
tc;ac:hing  hospital. 

c.  (k)vc;rc;cl  Rc;c;i])ic;nts 

l)nclc;r  .sc;c:tic)n  1128(i(a)(l)  of  the  Ac;t. 
ajiplic.ahle  manufac;turc;rs  arc;  recpiired  to 
disclose  certain  payments  or  other 
transfers  of  value  made  to  cc)verc;cl 
rc;cipic;nts.  or  to  entitic;.s  or  individuals 
at  the  recpiest  of,  or  designated  on  behalf 
of,  a  c;ovc;rc;d  rc;c:ipic;nt.  Sc;ction 
1128C(c;)((i)  of  the  Ac:t  defines  “c;c)vc;rc;d 
rc;cipient”  as:  (1)  a  physic:ian,  other  than 
a  ph  vsic:ian  who  is  an  employe;!;  of  an 
ap]ilic:ahlc;  manufac:turc;r;  or  (2)  a 
teaching  hc)S]iital.  As  rc;quired  hv 
.sc;c:tic)n  1128(;(e)(ll)  of  the  Ac:t.  we 
projjo.sed  to  dc;finc;  “jihysician”  as 
baving  the  mc;aning  .sc;t  forth  in  .sc;c:tion 
18()l(r)  of  the  Ac:t.  whic;h  inc:lucles 
dc)c:tc)rs  of  mc;clic:inc;  and  osteopathv. 
dentists,  podiatrists,  ojitometrists.  and 
c:hiroprac:tc)r.s,  who  arc;  lc;gally 
authorized  to  prac:tic:e  by  the  State;  in 
whic:h  they  prac:tic:c;. 

'riu;  statute  c;xc:luclc;.s  from  the 
definition  of  c:ovc;rc;cl  rc;c:ipic;nt  a 
physic:ian  who  is  an  employee  of  the; 
applic:ahlc;  manufac:turc;r.  as  defined  in 
.sc;c:tion  1877(h)(2)  of  the;  Ac:t.  Sc;c:tion 
1877(h)(2)  cic;finc;s  “c;mplc)yc;c;”  as  an 
individnal  who  would  be  c;onsiclc;rc;cl  to 
he  an  c;mplovc;c;  of  an  caititv  nndc;r  the 
usual  f:c)nnnc)n  law  rulc;s  ap|)lic:ahlc;  in 
determining  the  c;mi)loyc;r-c;mplc)vc;c; 
relationshi))  (as  applied  for  purpc).sc;s  of 
sc;c:tic)n  .'1121(cl)(2)  of  the  lntc;rnal 
Rc;vc;nuc;  Code  of  1988).  We  note  that 
these  c:omme)n  law  rides  are  di.sc:us.sed 
in  20  CFR  404.1007  and  28  CFR 
31.3121(d)  through  1(c:). 

Finally,  we  projioscid  to  define  the 
term  “teac:hing  hospital”  by  linking  it  to 
Meclic:arc;  graduate  mc;dic:al  eciui:aticm 
(CME).  The  proposed  rule  defined 
teac:hing  hospital  as  any  institution  that 
rec:c;ived  payments  under  section 
1888(cl)(.'5)(B)  of  the  Ac:t  (indirc;c;t 
mc;clic:al  ecluc:ation  (IME)):  sc;c:tion 
1888(h)  of  the  Ac:t  (ciirc;i:t  CME):  or 
.sc;c:tion  1888(s)  ofthe  Ac:t  (])syc:hiatric; 
hosjiital  IME)  during  the  most  rc;c:e;nt 
year  for  whic:h  siic:h  information  is 
available. 

(Joinnwnt:  Manv  i:c)nnnc;ntc;r.s 
rc;c;c)mnic;nclc;cl  c:hangc;s  to  the  pro])C)sc;cl 
definition  of  phvsic:ian.  Some 
c:ommentc;rs  riiquested  that  CMS  exjiand 
the  definition  of  jihvsician  to  include 
other  entities  with  |)rc;si:rihing 
privileges.  Other  i:c)mmc;ntc;rs  incpiired 
about  whc;thc;r  residents  would  be; 
c:c)nsidc;rc;cl  ]ihysic:ians.  Some 
c.ommenters  requested  that  the 
definition  c;xc:hicic;  physii:ians  who  arc; 
not  ac:tively  c;ngagc;d  in  (or  who  do  not 
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"jMa  form”)  the  practice  ol  inedicine, 
which  would  include  physicians  not 
acting  solely  within  their  role  as  a 
physician,  as  well  as  medical 
^^searchers.  Thev  refm'  to  the  ])hras(!  in 
the  statutory  (teilnition  that  a  physician 
is  an  individual  licensed  in  the  .State  “in 
which  he  perlorins  such  hinction  or 
action."  Other  coininenters 
nicomniended  tliat  the  reporting 
nupunanents  .should  he  liinitcul  to 
physicians  enrolled  in  Medicare. 
Medicaid  or  Cl  111^.  on  the  l)asis  oi  recent 
reiinhursenient  or  expected 
reiinhursenient.  Finally,  a  lew 
coininenters  recoininended  that  (^M.S 
establish  an  “opt-out"  hinction  lor 
jihvsicians  to  declare  that  they  have 
opted  out.  and  no  payments  would 
apjiear  on  the  ijuhlic  Web  site  attrilnited 
to  them. 

litisponse:  We  ajipreciate  the 
comments,  but  we  will  not  exjiand  the 
definition  to  include  other  jirovider 
types  nor  will  we  limit  the  definition  to 
exclude  tho.se  clearly  intended  in  the 
.statutory  definition.  The  statute  defines 
the  term  "jihvsician"  as  having  the  same 
meaning  as  in  section  18l)l(r)  of  the  Act. 
We  recognize  that,  as  a  result,  we  will 
not  he  able  to  fully  capture  financial 
relationships  between  indnstrv  and 
jiriiscrihers.  specifically  non-physician 
pre.scrihers  such  as  nurse  practitioners. 
Ilowever.  to  the  extent  that  applicable 
mamifactnrers  make  payments  or  other 
transfers  of  value  to  non-physician 
jire.scrihers  to  he  passed  through  to  a 
physician,  they  would  hi;  indirect 
payments  to  the  physician  and  would 
have  to  he  reportiui  under  the  name  of 
the  physician. 

Adtlitionally.  we  believe  that  the 
definition  hinges  on  whether  a 
j)hysician  is  “legally  authorized"  to 
practice,  so  all  physicians  (including  all 
providers  tyjies  listed  in  the  statutory 
definition)  that  have  a  current  licen.se  to 
jjractice  will  he  considered  covered 
recipients.  By  holding  a  current  license 
to  prac:tice.  the  j)hysician  is  legally 
authorized  to  practice  regardless  of  the 
extent  to  which  they  do  so. 

Bayments  or  other  transfers  of  value  to 
residents  (including  residents  in 
medicine,  osteopatliy.  dentistry, 
podiatry,  ojitometry  and  chirojiractic) 
will  not  he  required  to  he  rejiorted  for 
pnrpo.ses  of  this  regulation.  We 
recognize  that  some  States  recpiire  or 
allow  residents  to  obtain  licen.ses  to 
practice,  whereas  other  States  do  not 
reipiire  or  allow  residents  to  obtain 
them.  We  do  not  want  to  treat  residents 
differently  depending  on  their  State  of 
residency  by  nKjuiring  rejiorting  on 
jiayments  to  residents  in  only  tho.se 
States  that  retpiire  or  allow  residents  to 
have  a  license.  Moreover,  we  believe  it 


will  he  difficult  for  ns  to  accurately 
identify  residents  and  ensure  that 
jiayments  or  other  transfers  of  value  are 
attributed  across  ap|)lical)le 
manufacturers  apjiropriately  because 
many  of  them  do  not  have  a  NPI  and/ 
or  .State  jirofessional  license  nnmher 
(used  for  ])hysician  identification, 
discii.ssed  later  in  this  section).  Due  to 
the  operational  and  data  accuracy 
concerns  regarding  aggregation  of 
payments  or  other  transfers  of  value  to 
residents,  many  of  whom  have  neither 
an  NPI  nor  a  .State  profe.ssional  license 
luimher.  ajiplicahle  manufacturers  will 
not  1)(!  recpiired  to  report  such  jiayments 
or  other  transfers  of  value. 

With  regard  to  the  comment  that  the 
term  "])hysician"  should  he  limited  to 
those  enrolled  in  Medicare,  we  believe 
such  an  interpretation  would  he 
contrary  to  the  language  of  the  statute. 

In  contrast  to  the  statutorv  recjuirement 
that  products  are  limited  to  tho.se  for 
which  payment  is  available  under 
Medicare.  Medicaid  or  CHIP,  the  statute 
did  not  indicate  that  physician  covered 
recijnents  hi;  limited  to  those  enrolled 
in  Medicare.  Medicaid  or  CHIP. 

Finallv,  while  we  appreciate  the 
interest  in  allowing  physicians  the 
opportunity  to  “opt-out”  of  the 
reporting  recjuirements.  we  do  not 
believe  it  would  he  po.ssihle  to 
im])lement  a  system  of  this  kind.  We 
believe  it  would  he  overly  burdensome 
for  both  (ATS  and  applicable 
mamifactnrers  to  track  who  has  opted 
out  and  ensure  that  no  ])avments  or 
other  transfers  of  value  are  made  to 
tho.se  individuals.  Additionally,  we 
would  need  to  create  a  sy.stem  to 
reconcile  any  ])aynient.s  r(!j)orted  as 
having  been  made  to  physicians  .stating 
that  they  have  o|)ted  out.  We  believe 
that  a  physician  who  wants  to  opt  out 
shonhl  sinqily  refu.se  all  payments  or 
other  transfers  of  value  from 
manufacturers,  and  will,  accordingly, 
not  he  included  on  the  public  Web  site 
(unle.ss  they  hold  ownership  or 
investment  interests  in  an  api)licahle 
maiuifactnnir  or  ajiplicahle  (jPO). 

C.omnwnt:  Many  coininenters 
addres.sed  the  exclusion  for  employees 
of  a])i)lical)le  maiuifacturers  from  the 
definition  of  physician  covered 
recipient.  A  few  coininenters 
recommended  revising  tlie  definition  to 
ensure  that  only  “bona  fide”  emjilovee 
relationships  are  excluded  from 
reporting,  similar  to  the  language  in  the 
enqiloyee  exception  in  the  Anti- 
Kickhack  .Statute  in  section 
1 1 28(1))(3)(B)  of  the  Act  and  the 
corresponding  HITS  ()1(>  regulation  at  42 
('.FR  10()l.n.')2(i).  Other  commenters 
(piestioned  whether  enqiloyees  of  agents 
of  the  applicable  mannfactiirer  would  he 


included  in  the  excejition.  The  j 

commenters  also  noted  that  the  I 

language  in  the  pro])osed  ride  indicated  | 

that  the  excejition  included  jihvsicians  I 

enqiloyed  by  an  ajijilicable  I 

manufacturer,  so  it  was  not  limited  to  | 

einjilovees  of  the  a])])lical)le  | 

mannfactiirer  making  and  riqiorting  the 
payment  or  other  transfer  of  value.  In 
addition  to  these  more  general 
definitional  comments,  we  also  received 
mimeroiis  comments  recommending 
other  situations  (such  as  physicians  who 
serve  as  medical  directors  or  retirees) 
that  should  he  included  in  the  employee 
exception. 

Raspansa:  We  apjireciate  the 
comments  and  have  clarified  the 
definition  of  covered  recipient  to  ensure 
that  only  bona  fide  emjilovment 
relationships  are  included  in  the 
employee  exclusion.  We  are  concerned 
that  in  the  absence  of  this  clarification, 
ajiplicahle  manufacturers  could 
circumvent  the  riqiorting  requirements 
by  styling  a  ])hysician  as  an  “employee" 
and  not  rejiorting  jiayments  made  to 
such  a  physician.  Additionally,  we  did 
not  intend  to  allow  the  excejition  for 
employees  to  include  physician 
employees  at  any  applicable 
mannfactiirer.  rather  than  only  the 
reporting  ajiplicahle  mamifaclurer  itself. 

The  jiroposed  rule  incorrectly  ijiioted 
the  statute,  which  in  section 
1128(I(e)((i)(B)  of  the  Act  states  that  the 
term  covered  recipient  “does  not 
include  a  physician  who  is  an  enqiloyee 
of  tha  applicable  manufacturer."  For  the 
final  rule,  we  have  reverted  to  the 
.statutory  language.  Additionally, 
regarding  enqiloyees  of  agents  of  the 
a])plicahle  manufacturer,  we  do  not 
intend  these  individuals  to  he  included 
in  the  exciqition,  since  they  are  not 
emjjloyees  of  the  apjjlicahle 
manufai:turer.  However,  as  di.scussed  in 
the  section  on  indirect  jiayments 
(section  Il.B.l.k  of  this  final  rule),  we  do 
not  believe  that  payments  or  other 
transfers  of  value  to  legal  agents  of  an 
a])])lical)le  manufacturer  that  ha]i])en  to 
have  ])hysician.s  on  staff  constitutes  a 
payment  or  other  transfer  of  value  for 
the  ])urposes  of  this  rule. 

We  a])])reciate  the  comments 
regarding  other  situations  that 
commenters  would  like  to  .see  inc.luded 
in  the  enqiloyee  exclusion,  such  as  an 
ajiplicahle  manufacturer’s  hoard 
memhers  and  medical  directors. 

However,  we  believe  that  whether  such 
individuals  fall  within  the  statutory 
definition  of  emjiloyee  in  section 
1877(h)(2)  of  the  Act,  which  defines 
emjiloyee  by  referencing  common  law 
rules  used  to  determine  the  employer- 
employee  relationshij)  for  Internal 
Revenue  .Service  inirposes,  will  reijuire 
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a  c;ase-.spodfi(:  analysis.  Tlieroforo.  we 
aren.|l,d,lot„a<i,,|,l„laiglH.|i„,,|,„|i,;v 

Inat  all  board  menibcMs  or  inodical 
directors  are  (or  are  not]  bona  lido 

uxctxr'"'''^^ 

Similarly,  with  regard  to  the 
connnents  .sngge.sting  that  inospective 
einp Oyees  and  retirees  sbonbl  treated  as 
employees  for  jmrjioses  of  being 
ox(:lu(h;(l  from  th(»  rojjortinjj 
recpiirenients.  we  believe  that  whetber 
sueb  individuals  fall  witbin  the 
sfatiitory  definition  of  eniplovee  in 
section  1877(b)(2)  of  the  Act  will 
re(|iiire  a  ease-sjiecific  analysis. 

Iierefore,  we  are  unable  to  state  that 
Jiayments  to  sncb  physicians,  such  as 
lec.riiiting  costs  paid  to  prospective 
emjiloyees.  do  not  need  to  be  reported 
Comment :\Vf3  received  significant 
siipi)ort  for  onr  proposed  definition  of 
teaching  hosjiital.  Mowever,  .some 
eommenters  recommended  that  CMS 
clarify  that  iiayments  or  other  transfers 
of  value  to  non-bealtbcare  departments 
at  universities  affiliated  with  teacbiiw 
hospitals  .should  not  be  included  in  the 
leportmg  re(|nirement.s. 

nesponse.  We.  have  decided  to  finalize 
he  proiiosed  definition.  As  explained  in 
be  pioposed  ride,  we  recognize  that 
mis  definition  may  not  capture 
hospitals  with  accredited  medical 
losnloncv  programs  that  do  not  receive 
IMh  or  direct  CME  pavments;  however 

we  are  unable  to  include  tbe.se  bo.spitals  i 

since  we  cannot  readily  identifv  them  ' 
oased  on  Medicare  payment  data.  i 

-iiially,  we  do  agree;  payments  to  non-  1 
b(  althcare  departments  of  universities  * 
cl  filiated  with  teaching  hosjhtals  should  ' 
not  be  included  in  reportin«  a 

reiiuirements.  1  lowever.  anv  jiavinents  ' 
or  other  transfers  of  val  ue  made  through  « 

the.se  deiKirtments  to  a  covered  recipient 
as  indirect  jiayments  or  other  transfers 
of  value  must  be  rejiorted  as  recpiired  for  ” 
indirect  jiayments.  a 

Identification  of  Covered  Recipients  e- 

In  order  to  accuratelv  identifv  and 

]28C(a)(l )  of  the  Act  reipiires  that  P' 

applicable  manufacturers  report  the 
oovered  recipient's  name  and  business 
adifress,  and  for  jiby.sician  covered 
recipients,  the  physician’s  NRI,  and  ■'  I 

sjiecialty.  The  collection  of  thi.s  h; 

information  is  necessarv  for  applicable  P* 

manufacturers,  in  order  to  di.stinguish 
individual  covered  recijiienls  when  P*’ 

mporting  to  CMS,  and  for  CMS,  in  order 
to  lie  able  to  aggregate  the  data.  This  ‘’P 
section  outlines  the  comments  received  — 

regarding  identification  of  both 
physician  and  teaching  hospital  covered 
recijnents.  -  <  < 


>  (1)  Identification  of  Phy.sicians 

Swaion  n28(:  „f  ||„;  a,,|  r<„|„ir,,s  lhal 
■ipplicable  manufacturers  report  a 
pliysicrian  covered  recipient’s  name, 
hu.sine.s|.s  address,  NPf  and  specialtv. 

I  Ins  information  will  be  u.sed  to  ' 
(hstmguisb  jiby.sicians  and  allow  us  to 
match  physicians  acro.ss  applicable 
manufacturers.  We  projiosed  that 
iipphcable  manufacturers  u.se  the 

National  Plan  ^  fWider  Knuuieration 

Sy.stem  (NPPES),  which  we  ciirrentlv 
maintain  and  update  on  the  jniblic  Web 
site,  to  a.s.si.st  with  identifving  plivsician 
covered  recipients.  The  NI’PES  VVeb  site 
includes  a  databa.se  of  jibvsician  NPIs 
and  has  an  NPl  Kegistrv  function  that 
alhnv.s  applicable  manuhicturers  to  look 
lip  individual  pbvsician’s  NPIs  ^  The 

be  r'Sfw  V'*"  from 

o  CMS  Web  site.  I  We  proposed  that  if 

Tx""  ‘'''‘hlable  in 
N1  ES  the  applicable  manufacturer 
would  be  responsible  for  obtaining  the 
physician’s  individual  NPI  directlv  from 

Ni  l.  Other  than  NPl,  m  the  jiropo.sed 
rule,  we  considered  whetber  we  .should  , 
iwimre,  under  the  di.scretion  granted  in 

:i  ;7H>nl128G(a)(i)(A)(viii)oftbeAct,  i 

1  that  applicable  manufacturers  report 

miother  unique  identifier,  such  as  State  ' 
prole.ssional  license  number,  for  ’ 
physicians  who  are  identified,  but  do  ' 
not  have  an  Nfd.  ' 

Comment:  A  number  of  eommenters  ’ 

provided  injnit  on  the  inotie.sses  and  '' 

recpnreinents  for  applicable  *’ 

manufacturers  to  report  the  NPI  for  a 
phv.sician.  Some  eommenters  noted  that  " 

reporting  a  plivsician  covered  ” 

rompient’s  NPI  is  complicated,  since  not  ^ 

all  physicians  have  an  NPI  and  " 

manufacturers  typicallv  do  not  collect 
such  information.  Additionallv  a  few 
eommenters  did  not  supjjort  the 
requirement  that  ajqilicable 
manufacturers  must  obtain  an  NPI  from  " 
a  (diysician,  if  it  was  not  readilv 
available  in  the  NPl^ES  databa.se  Tbev 
oxjilained  it  would  be  difficult  to  obtain 
and  cpiestioned  bow  an  ajqilicable 
inanufacturer  would  realiv  know  if  a 
plivsician  did  not  have  an  NPI.  Some 

other  eommenters  reijuested  f'^' 

clarification  that  if  an  ajijjlicable  P*’ 

manufacturer  cannot  identifv  an  NPI  for 
a  lihysician  then  the  NPI  field  can  be  f*," 
oil  blank.  Heyond  determining  a  ’ 

physician’s  NPI.  a  few  eommenters 
recommended  that  CMS  chirifv  that 
physicians  are  not  retjuired  to  provide  *  I” 
their  NPI  when  reijnested  and  that  P’P 

a|ipbcable  manufacturers  should  state 


that  It  will  not  be  made  public.  Finallv 
some  eommenters  recommended  that'  ’ 
(^MS  sbould  reijiiire  jihvsicians  to 
nhtain  NPIs  to  ensure  that  all  jilivsicians 
have  one. 


-NIM  Ki'oi.sirv  enn  bo  found  iil:  hllns  // 

O<il<il)a,so  can  ho  downloadod  al  hltn  // 
ui>i>,^s.viva-il.,:oin/.\'Pl  Fihs.lUml. 


Uesponse:  We  ajijireciate  the 
o  comments,  but  want  to  reiterate  that 
rejiorting  a  jibvsician  covered 
recijiient’s  NPI  is  a  statutorv 

!'‘'hmreinent  sotbeagencv'cloesiKil 

1  have  flexibilitv  to  waive  the 

reqiiireinent.  Similarly,  we  do  not 
-h  helieve  that  .section  1  i28C  of  the  Act 
m  jirovides  the  agency  with  authoritv  to 
require  all  jibysicians  to  obtain  an  NPl 
VVe  agree  that  it  maybe  difficult  for  an' 
ajqilicable  manufacturer  to  definitivelv 
k  know  whether  a  jibvsician  does  not  ' 
have  an  NPl;  however  we  believe  it  is 
rea.sonable  for  the  applicable 
immufacturer  to  bear  re.sjionsibilitv  for 
determining  a  jihy.sician  covered  ' 
recijiient’s  NPI  (or  lack  thereof) 
Ajqilicable  manufacturers  should  be 
able  to  demonstrate  that  tbev  made  a 
good  faith  effort  to  obtain  an  NPl  for  the 
Jibysician.  We  believe  that  a  good  faith 
cffoi  t  include.s,  but  is  not  limited  to. 
.sjiecifically  requesting  an  NPI  from  the 
Jihvsician,  checking  the  NPPES 
(lataba.se.  and  calling  the  NPPES  belli 
desk.  1  bis  statute  does  not  imjiose 
''(Kliiirements  on  covered  recijiients  so 
wo  do  not  believe  we  can  require 
Jibysicians  to  disclo.se  their  NPI  to 
aiqilicable  manufacturers  when 
nujuested;  however,  we  stronglv 
oncoiirage  jibysicians  to  jirovid'e  thi.s 
miormation  because  it  is  es.senlial  for 
matclimg  payments  or  other  transfers  of 
va  ue  to  Jibysicians  accuratelv.  We 
lieliex  e  it  is  in  the  best  interest  ofall 
Jiarties  (ajqilicable  manufacturers, 
Jibysician  covered  recijiients 
consumer.s  and  others)  that  ji’avments  be 
attr  liiited  to  the  correct  jibysician.  and 
we  hojie  that  physicians  will  be  willine 
to  provide  their  NPI  to  applicable 
manufacturers  to  make  thi.s  jio.ssible 
o.sjJocially  since  their  NPI  will  not  be 
imide  jinblic  on  the  jiublic  Web  site  If 
allor  a  good  faith  effort,  the  ajqilicable’ 
nianufacturer  cannot  determine  an  NPI 
t()i-  a  Jibysician  covered  recijiient,  or  a 
Jibysician  does  not  have  an  NPI,  we 
agree  with  the  eommenters  and  have 
hiialized  that  the  NPI  field  niav  be  left 
blank  to  indicate  that  the  applicable 
nianulacturer  could  not  identifv  an  NPI 
tor  the  Jibysician  covered  recijiient. 
However,  if  we  determine  that  a 
pby.sician  covered  recijiient  does  have 
an  Ni  l.  we  may  inform  the  ajqilicable 
iiianufactnrer  and  require  the  ajqilicable 
manufacturer  to  re-submit  the  data 
iiH-hiclingtlie  NPI  and  re-atte.st  to  the 
iijidated  data.  Additionallv.  not 
rejiorting  an  NPI  for  pliy.sician  covered 


■-y~  j-gf  yfei  'jg*-;  -<i'*ii. 
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recipients  tliat  do  have  an  NFI  will  he 
considenul  inaccurate  re])orting,  which 
may  lx;  subject  to  pcmalties.  Finallv,  w(! 
want  to  reit(!rat(!  that  onlv  one 
individual  NPI  (not  a  group  NPI)  inav  he 
n'porfed  for  each  ])hvsician.  and  that 
ap|)lical)le  manufacturers  should  u.se  IIk; 
NIM  listed  in  Nl’RFS.  if  a  dispute  arises. 
Also  as  retiuired  by  .statute,  physician- 
covered  i'eci])ient's  Nl’Is  will  not  he 
inclmhul  on  the  public  Web  site. 

(ionnnont:  Some  comnmnlers 
discuss(;d  the  j)ropo,sal  to  allow 
re|)orting  of  an  alternative  identifier  for 
|)hvsicians  without  an  NPI.  Many  of 
the.se  comiiKinters  supported  njporting  a 
State  prole.ssional  license  number  as  an 
alternative  to  an  NPI.  (lonverscdv.  a  tew 
advocated  that  (>MS  not  nujuire  an 
additional  alternative  uniciue  identifier, 
whether  it  is  a  Slate  professional  licens(! 
number  or  another  identifier.  Some 
commenters  that  supported  State; 
professional  license  number 
recommendcKl  that  CiMS  should  allow 
State  ])rofe.ssional  license  numheir 
instead  ol  NPI  at  the  discretion  of  the 
aj)plicahle  manufaclun!!',  since  they 
hedieve  it  is  could  he;  burdensome  for 
the  a))|)licahle  manufacturer  to  find  the 
NPI. 

liosiuniso:  We  agree  that  obtaining  a 
unieiue  idenlifi(*r  is  |)articularlv 
im])orlant  for  physicians  who  do  not 
have  an  NPI  or  for  whom  an  NPI  cannot 
he  reasonably  identifiexi.  Without  this 
information,  it  will  he  difficult  for  us  to 
ensure  that  |)ayments  an;  attributed  to 
the  aj)propriat(!  j)hysician  and  to 
agguigate  |)aym(!nts  accurately.  We 
Ixdieve  that  the  inon;  uni(]ue  identifiers 
sui)])lied  for  a  i)hvsician  covered 
recipient,  the  more  accurate  the  data 
will  he.  since  they  are  es.sential  for  us 
to  appropriat(!ly  match  data  about  the 
same  physician  within  and  acro.ss 
reports,  and  publish  data  appro])riatelv 
on  the  public  Web  site.  Therefore, 
pursuant  to  the  discretion  granted  in 
.section  1 1 28(J(a)(l  )(A)(viii)  of  the  Act. 
we  will  finalize  that  applicable 
manufacturers  must  re])ort  the  State(s) 
and  appropriate  State  ju'ofessional 
license  numb(!r(s)  for  at  least  one  (hut 
multipl(!  will  he  accej)ted)  .State  wlnue 
the  physician  maintains  a  license  for  all 
physician  covered  nicijjients.  regardless 
ol  wluither  the  ap])lical)h!  manufacturer 
has  identified  an  NPI  for  the  j)hvsician 
covered  recijiient  or  not.  While  this  is 
slightly  broaden'  than  what  was 
l)roj)o.sed  in  the  proj)o.sed  rule,  we 
l)elieve  (ha.sed  on  the  comments)  that 
rej)orting  api)lical)le  State;  |)re)fe;ssie)nal 
lie:e;nse  numl)e;rs  lor  all  ])hysie:ian 
e:e)vere;el  re;e:ipie;nts.  rather  than  only  the 
suhse;t  that  eh)  not  have  NPIs.  will 
significantly  imj)rove  data  ac:curacy  anel 
will  ne)t  re;pre;sent  a  signifie;ant 


aelelitieuial  hureleni  e)n  a])plie;ahle; 
mimuiae:turers.  M.my  ce)mme;nte;rs 
inelie:iite;el  that  apj)lie:al)le  m<mulae:ture;rs 
imuntain  this  iidenniiitiem  alre;iielv. 
Me)re;e)ve;r,  we;  he;lie;ve  that  iiny 
iieleiitieuial  hureleni  asse)e:iiite;el  with 
e:e)lle;e:ting  auel  re;pe)rting  phvsien.ms’ 

.State;  i)re)fe;ssie)nal  lie:e;n.se;  numhe;rs  will 
he;  e)utwe;igheel  by  the;  iue;re;a.seel 
ae:e:uriie;y  e)f  the;  eiat.i  attributing 
|);iyments  eir  either  transfers  e)f  value;  tei 
l)hvsie:ian  e;e)ve;reel  re;e;ipie;nts. 

(iomnwnt:  Many  e:e)mme;nte;rs 
elise:u.sse;el  the;  ])re)])e)Siil  that  applie:ahle; 
manulae;turers  use;  NPPHS  tei  ielentify 
])hvsie:ian  e:e)ve;re;el  re;e:ij)ie;nts.  Many 
enunmenters  eliel  neit  suppeirt  reepuring 
applie:ahle  manufae:ture;rs  te)  use  the 
infeirmation  liste;el  in  NPPliS,  rather  than 
what  was  in  tlu;ir  inte;rnal  file;s. 
jiartiendarlv  feir  si)e;e:ialty  anel  husine;ss 
aelelre;ss.  The  ce)mme;nte;rs  e;xplaine;el  that 
the  data  in  NPPE.S  is  neit  iis  acenirate  in 
senne;  e;ase;s,  as  their  internal  elatahaseis 
anel  infenniiitiem.  Similiirly,  .semie 
e:e)mme;nte;rs  eliel  ne)t  believe;  it  maele; 
se;nse  tei  re])e)rt  inlbrmation  freun  NPPE.S 
hae;k  te)  (iM.S.  Many  eannmeniters  idsei 
elise;usse;el  heiw  applie;ahle 
manufae;ture;rs  sheuilel  use;  NPldiS.  These; 
enimmenters  ineiuire;el  whe;the;r  the;re; 
weudel  he;  jieiint  in  time;  (sue:h  as  t)0  elavs 
he;fe)re;  the;  re;pe)rting  ye;ar)  when  the;  NPIs 
in  the;  elatabase;  weudel  he;  final ize;el  ;mel 
iK)  leinger  e:hange;el,  emel  whe;the;r 
manuiae:ture;rs  e:e)ulel  re;lv  em  it.  A  lew 
e:e)mme;nte;rs  re;e:omme;nele;el  th;it 
a])plie;ahle;  manuf;ie:ture;r.s  sheuilel  he; 
ne)tifie;d  eif  e:hange;s  in  NPPE.S.  Feir 
e;xamj)le.  a  exunmenter  aelvoe:ate;el  that 
(IM.S  sheuilel  kee;])  ])ast  “ven-siems”  eif 
NPl^ES  in  e:ase  eif  an  auelit.  In  aelelitiein, 
semie  e;e)mmente;rs  stateel  that  NPPE.S  is 
not  user  frienelly  and  CMS  sheuilel  he; 
res])e)nsil)le  feir  iinjireiving  it.  Finally,  a 
fe;w  eximmenters  reciimsteel  that  CMS 
e;re;ate  a  list  eif  ])hysie:ian  covened 
re;e;ijiients  rather  ihan  using  NPPES. 

Hosponso:  We  appreenate  the 
eximments  ein  NPPE.S  anel  note  that  we 
eliel  neit  intemel  to  reepiire  ajijiliexihle 
manufacturers  to  spe;e;ifie;allv  or  solelv 
use;  NPPE.S  in  eirele;)'  tei  eihtain  the;  NPI  eif 
a  e;eive;reel  re;e;ipie;nt.  Aiiplicahle 
manufae:ture;rs  may  eihtain  phvsie:ian 
NPI  infeirmatiein  (eir  anv  e)the;r 
infeirmatiem)  in  any  manner  the;y  se;e  fit. 
as  lemg  as  the;y  reijieirt  NPIs  ae:e:urate;ly  as 
reiepiireel.  'I’liis  may  inedude;  matediing 
NPIs  eihtaineel  e;l.se;whe;re;  with  the;  NPIs 
]ire)viele;el  in  NPPE.S.  The;  NPPE.S 
elatabase  is  e'.eintinnally  u]ielate;el,  so  it  is 
elifficult  tei  set  a  peiint  in  time;  tei  fre;e;ze 
the  elatiiha.se  lor  ii  reijieirting  ve;ar  or 
neitify  apjilieiahle;  manufae;ture;rs  eif  all 
changes.  Applie:ahle  manufacturers  mav 
rely  ein  NPI  infeirmatiem  in  NPPE.S  as  eif 
?)()  elays  beifeire  the  he;ginning  eif  the 
reiporting  year. 


Heiwever.  just  I)e;e:ause;  an  NPI  is  neit 
liste;el  in  NPPIvS  eleies  neit  me;an  that  the; 
iippliexihle  manuiae:ture;r  eleies  neit  neeel 
tei  make;  <i  geieiel  faith  effeirt  tei  eihtain  the; 
NPI  eir  thiit  the;  |)iiyme;nt  sheuilel  neit  he; 
re;]ie)rte;el.  While;  it  is  neit  ]ieissit)le;  tei  ke;e;p 
jiiist  “veirsieins”  eif  NPPE.S  ehie;  tei  the; 
exintinual  iipehites.  we  weiulel  like;  tei 
])eiint  eiiit  thiit  e;ae:h  ])reiviile;r  entrv  is 
eliite;  .stampeel  tei  ineduele  the;  elate  the; 
e;ntry  was  e:re;ate;el.  as  we;ll  as  the  el.ite  eif 
e;iie:h  upelate,  whie:h  will  he;l|)  e;stal)lish 
the;  infeirmatiem  available  at  a  partieailar 
time,  lieyemel  the;  spe;e:ifie;  e.eineierns 
re;gareling  using  NPPE.S,  we;  unele;rstimel 
that  NPPE.S  is  not  perfect,  hut  the; 
iigene;y  is  working  tei  impreive;  it.  In 
aelelitiein.  we  elo  not  believe  it  is 
apiireipriate  for  us  to  e;re;iite  a  new 
.system  .s])ee:ifie:iillv  for  this  program,  as 
it  woulel  he  elupliexitive  anel 
unnece;.ssarv. 

f’inally,  while  we  are;  sensitive  to  the 
reepiest  for  a  iihysician  e:e)ve;re;el 
re;e:ii)ie;nt  list,  we;  elei  neit  believe  it  is  a 
viable  eiptiein.  Any  list  eif  jihvsiedans 
weudel  he;  e:re;ate;el  ha.se;d  ein  NPPES,  since 
it  is  the  mei.st  exunpreihensive;  elatabase; 
available.  Heiwever.  as  stateiel  in  this 
,se;e:tie)n.  NPPl-kS  is  neit  e:e)mple;te;  sinex; 
neit  all  phvsieaans  me;e;ting  the  elefinitiein 
eif  e;e)ve;re;el  re;e:i])ie;nt  have;  an  NPI.  We; 
alsei  elei  neit  want  the  reijieirting 
re;eiuire;me;nl.s  tei  he;  lia.se;el  on  a  list, 
which  will  he  elifficidt  tei  maintain  anel 
invariiihly  ineduele;  mi.stake;,s  anel 
imie:e:urae:ie;,s.  Insteiul.  the;  .statute  that 
re;eiuire;s  re;pe)rting  eif  payments  tei 
]ihv.sie;ians  who  me;e;t  the  statutorv 
elefinitiein.  We;  he;lie;ve  applie:alile; 
manufae;turers  are;  in  the  he.st  peisitiein  tei 
ielentify  the;  inelivieluals  with  wheiin 
they  have  finanedal  relatieinships  whei 
mei;t  this  definition. 

(2)  lelentifie:atiein  eif  Te;ae:hing  fle)S])ital.s 

Re;gareling  the  ielentification  eif 
teaediing  hosjiitals,  we  preiiieised  tei 
])ulili.sh  a  list  eif  hospital  exivereiel 
recijiients  (that  is.  those  heispitals  that 
re;e:eive;el  Me;elie:are;  elirect  GME  eir  IME 
payments  during  the  last  e;ale;nelar  year 
feir  whie:h  siu'.h  infeirmatiem  is  available) 
em  the;  C'.MS  Web  site;  emex;  jier  year.  We 
pro]iei.se;el  tei  dei  so  since  it  mav  neit  he 
imme;eliate;lv  ajijiarent  tei  a]ij)lie;ahle 
manufaedurers  whe;the;r  a  partie.ular 
heisjiital  me;ets  eiur  elefinitiein  eif  a 
te;ae:hing  heispital.  anel  there;  is  nei 
exirrently  pulilisheel  elataha.se;  that 
inedueles  this  infeirmatiem.  We;  pre)]ie).se;el 
that  the;  li.st  eif  teaediing  heisiiital  exivereiel 
reedpiemts  shemlel  ineduele;  the;  name  anel 
aelelreess  of  e;aedi  te;aednng  heispital. 

Comnwnt:  Many  eximmenters 
suppeirteel  (]M.S’s  jirojieisal  to  ])uhli.sh  a 
list  of  teaediing  hei.s])itals.  hut 
re;{ximmende;ei  that  the  agene;y  jiroviele 
aelelitieuial  eledails  reigarding  the  li.st.  The 
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coniiiKMiters  suggested  that  CMS  publish 
the  list  ])rior  to  the  heginning  of  the 
r(;iK)rting  year  and  ensure  that 
ai)])li(:al)le  manufacturers  will  he  able  to 
download  the  list.  The  majority  of  the.se 
c;onm)enters  recommended  that  the  list 
he  published  90  days  htifore  the  end  of 
th(!  year,  but  the  coininents  varied. 
Additionally,  some  coinmenters 
nuiuested  that  CiMS  clarifv  that 
ap])licat)le  manufacturers  could  rely  on 
the  teaching  hos])ilal  li.st  for  the  entire 
year  and  that  entities  not  included  on 
the  list  would  not  he  covered  recipients 
for  the  whole  data  collection  yccar.  They 
al.so  advocated  that  the  list  should 
remove  hosj)itals  classified  in  error. 
Finally,  a  few  coinmenters  also 
reciuested  that  the  list  contain  additional 
information  to  help  clarify  corjjorate 
identities  (such  as  inclusion  of  a  tax 
identification  numher  (I'lN)  or  an 
OSCAR  numher),  as  well  as  an 
institutional  contact  or  officer  for  all 
hospitals. 

liesponsH:  We  agree  that  the  teaching 
hospital  list  will  he  useful  for  ai)])licahle 
manufacturers  and  ap})reciate  the 
comments  making  suggcxstions  for  how 
to  imj)rove  the  list.  We  will  juihlish  the 
list  once  annually  and  make  it  available 
])nhlicly  and  for  download  at  least  90 
days  before  the  heginning  of  the 
reporting  ycxir.  or  for  the  first  rejiorting 
year,  at  least  90  days  |)rior  to  the  start 
of  data  collection.  A])])licahle 
manufacturers  can  rely  on  the  list  for 
the  entirety  of  the  data  c:ollection  year. 
The  list  will  include  all  hospitals  that 
CMS  had  rcicorded  as  receiving  a 
payment  under  one  of  the  dcdined 
Medic:are  direct  (]ME  or  IMF  jn'ograms. 
The  list  will  include  hospital  TlNs  to 
provide  more  specific  information  on 
hospitals  with  complex  corporate 
identities.  Finally,  we  will  not  include 
an  institutional  contact,  .since  we  do  not 
have  this  information  readily  available 
and  do  not  believe  it  is  integral  to  the 
succ:ess  of  the  jirogram. 

e.  Payments  or  Other  Transfers  of  Value 

.Section  1128C(a)(l)(A)  of  the  Act 
recpures  that  applicable  manufacturers 
rejKirt  a  “payment  or  other  transfer  of 
value”  made  to  a  covered  recijjienl  or 
"to  an  entity  or  individual  at  the  recjuest 
of  or  designated  on  behalf  of  a  covered 
recipient.”  Under  Section 
1128C(a)(l)(B),  if  an  apj)licahle 
manufacturer  makes  a  payment  or  other 
transfer  of  value  to  an  entity  or 
individual  at  the  re(|iiesl  of  or 
designated  on  behalf  of  a  covered 
recij)ient,  the  applicable  manufacturer 
must  disclose  tlie  ])aymenl  or  other 
transfer  of  value  under  the  name  of  the 
covered  recipient.  Section 
1128G(e)(l())(A)  of  the  .statute  defines 


“])ayment  or  other  transfer  of  value” 
broadly  as  “a  transfer  of  anything  of 
value.” 

We  would  like  to  clarify  that  we 
inter])ret  payments  or  otlnir  transfers  of 
value  to  an  entity  or  individual  at  the 
recpiest  of  or  designated  on  behalf  of  a 
covered  reci])ient  to  refer  to  a  situation 
in  which  an  entity  or  individual 
receives  and  keeps  the  payment  that 
was  made  on  behalf  of  (or  at  the  recjuest 
of)  the  covered  recijiient  and  the 
covered  recipient  does  not  receive  the 
jiayment  or  other  transfer  of  value. 
Rather,  the  covered  recipient  directs  the 
payment  or  other  transfer  of  value  and 
does  not  receive  the  i)ayment 
])ersonally.  .Such  payments  or  other 
transfers  of  value  to  third  jiartv 
recipients  are  somewhat  different  than 
indirect  payments  to  a  covered  recipient 
made  through  a  third  ])arty  (discussed 
in  .section  Il.B.l.k.  of  this  final  rule). 
Indirect  jiayments  or  other  transfers  of 
value  are  made  to  an  entity  or 
individual  (that  is.  a  third  party)  to  he 
pa.ssed  through  to  a  covered  recipient, 
in  the  case  of  indirect  jjayments  or  other 
transfers  of  value,  we  believe  that  the 
applicable  manufacturer  will  generally 
direct  the  payment  path. 

We  ])ro])o.sed  that  jiavnients  or 
transfers  of  value  made  to  an  individual 
or  entity  at  the  recjnest  of  or  designated 
on  behalf  of  a  covered  recij)ient 
included  jiayments  or  other  transfers  of 
value  provided  to  a  physician  (or 
phv.sicians)  through  a  phv.sician  group 
or  practice.  We  pro])osed  that  pavments 
or  other  transfers  of  value  jirovided 
through  a  group  or  practice  should  he 
reported  individually  under  the  name(s) 
of  the  ])hy.sician  covered  recipient(.s). 

When  re])orting  payments  or  other 
transfers  of  value  made  at  the  recjuest  of, 
or  designated  on  behalf  of  a  covered 
recipient,  we  pro))osed  that  apijlicahle 
manufacturers  should  report  the 
j)ayment  or  other  transfers  of  value  in 
the  name  of  the  covered  recijhent,  hut 
include  the  entity  or  individual  that 
received  the  ])ayment  at  the  recjuest  of 
or  designated  on  behalf  of  the  covered 
recipient.  We  believed  that  reporting  the 
entity  or  individual  paid  would 
maximize  transparcaicy  ahont  the  dcctails 
of  the  payment  or  other  transfer  of 
value,  by  allowing  end  users  to  di.scern 
whether  a  covercul  recij)ient  actually 
rciceived  the  payment,  and  if  not,  where 
the  payment  went.  Additionally,  we 
pro])o.sed  that  we  did  not  believe  it  was 
feasible  to  jirovide  a  review  period  for 
these  entities  before  the  data  is  made 
public.  Instead,  we  exjjlained  that 
review  by  the  covered  recij)ient  was 
sufficient. 

(]omnwnt:  Many  coinmenters 
reciuested  additional  information  on 


how  to  detccrmine  the  amount  and  value 
of  a  ])ayment  or  other  transfer  of  value 
since  neither  the  statute  nor  the 
])ropc).secl  rule  i)rovided  muc:h  guiclanc:e. 
While  some  c:ommenter.s  rec;ommenclecl 
specific:  ojitions,  .snc:h  as  inter|)reting 
value  as  di.sc.ernihle  economic;  value  on 
the  ojjen  market,  the  majoritv  advoc:atecl 
that  the  ap])lic:ahle  manufac:turers  he 
allowed  flexibility  to  dcitermine  whether 
a  payment  or  other  transfer  of  value  has 
a  cognizable  ec:onomic;  value,  and  if  .so, 
to  allow  flexibility  to  dcitermine  .suc:h 
value.  .Several  ciommcmters  also 
recommendcKl  that  if  a  payment  or  other 
transfer  of  value  clcjes  not  have  a 
measurable  ec:c)nomic  value  to  a  c:overecl 
rcic:ipient,  then  it  ctoc;s  not  nccecl  to  he 
reported.  In  addition,  a  few  coinmenters 
recpiested  clarification  on  how  to  handle 
tax  and  other  additional  payments,  .suc:h 
as  shipping.  F’inally,  a  few  c:c)mmentc;r.s 
recommendcHl  that  CM.S  clarify  that 
goods  purc;hasecl  for  market  value 
should  not  he  reportable. 

BesponsH:  We  apprec:iate  the 
c:omments  and  agree  that  more 
information  will  be  useful  for  a])plic;ahle 
mannfac;turers.  In  general,  for  pur])oscc.s 
of  this  rule  only,  we  interjircit  value 
similarlv  to  many  c:omment.s  as  the 
cli.sc:ernihle  c;c:onomic;  value  on  the;  c)])c;n 
market  in  the  llnitc;cl  .Statc;s.  Howcever, 
we  agree  and  support  that  applic;al)lc: 
manufac;turer,s  sliould  he;  allowed 
llexihility  to  determine  value,  .so  we  do 
not  plan  to  c;rc;ate  lunnerons  rnlc;s  for 
c;alc:ulating  value.  We  have  outlined  a 
few  guidelines  to  help  manufac:tnrc;r.s. 
Fir.st,  payments  or  other  tran.sfc;rs  of 
value  that  do  not  have  a  “discernible” 
c;c:onomic  value  for  the  covered 
rc;c;i])ient  spc;c:ific;ally.  hut  nevertheless 
have  a  cli.scernible  ec:onomic  value 
generally  must  be  re])orted.  For 
c;xample,  an  applic;ahle  manufac;turc;r 
may  provide  a  physician  with  a 
tc;xthc)c)k  that  the  physician  alrc;acly 
owns.  .Since  it  is  a  cluplic;ate,  it  may  not 
have  a  value  to  the  physic:ian:  however, 
the  textbook  cloc;.s  have  an  c;c:onc)mic: 
value,  so  it  must  he  rc;i)ortc;d.  .Sc;c:c)nct, 
c;vc;n  if  a  c;ovc;rc;d  rc;c:ipic;nt  does  not 
formally  rc;ciuc;.st  the  payment  or  other 
transfer  of  value,  it  still  must  he 
rc;portc;cl.  .Similarly,  when  c;alc:ulating 
value  we  hc;lic;vc;  that  all  a.spc;c:t.s  of  a 
l)aymc;nt  or  transfer  of  value,  siic;h  as  tax 
or  shipping,  should  he;  inc;lndc;cl  in  the 
rc;portc;cl  value.  Finally,  all  ai)plic:ahlc; 
mannfac:turers  must  make  a  rc;asc)nal)lc;. 
good  faith  c;ffc)rt  to  determine  the  value 
of  a  jjayment  or  othc;r  transfer  of  value;. 
The  methodology  ii.secl  and  a.ssumptions 
made  by  the  aiiplic.able  manufac:turc;r 
may  he  included  in  the  applic:al)le 
mannfac;turer’.s  voluntary  a.ssumiitions 
cloc.ument  (discus.sed  in  sc;c:tic)n  ll.B.l.h. 
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of  this  final  rule).  Finally,  we  added  the 
statutory  definition  of  *‘i)aynient  or 
other  transfer  of  value”  to  the  regulatory 
text  to  ensure  consistencv  with  the 
.statute. 

(A)miuonl:  A  few  coininenters  stated 
that  applicable  manufacturers  should 
not  njport  j)ayments  or  other  transfers  of 
valiu!  provided  to  a  group  ])ra(;tice  as  if 
the  pavment  or  other  transier  of  value 
had  h(!en  provided  to  all  inemhers  of  the 
group. 

liesponst^:  We  agree  that  jjayinents  or 
otlier  transfers  of  value  hinng  provided 
to  a  sj)e{;ific  physician  through  a  grouj) 
jmictice  should  not  necessarily  he 
attributed  to  all  j)hvsicians  in  that 
group.  However,  we  also  do  not  want 
payments  or  other  transfers  of  value  to 
go  unreported  h(!caus(!  they  were 
provided  to  a  group  or  j)ractice  rather 
than  to  a  sj)ecific  j)hysician.  This  was 
the  intent  of  onr  proposal  for  reporting 
|)ayinents  to  group  practices.  We  have 
finalized  that  payments  provided  to  a 
group  or  practice  (or  multi])le  covered 
recipients  generally)  should  he 
attributed  to  the  individual  physician 
covered  recipients  who  recpiested  the 
payment,  on  whose  behalf  the  payment 
was  made,  or  who  are  intended  to 
Ixmelit  from  the  jjayment  or  other 
transfer  of  value.  Tliis  means  that  the 
payment  or  other  transfer  of  value  does 
not  neces.sarily  need  to  he  re])orted  in 
the  name  of  all  inemhers  of  a  practice. 
For  example,  if  an  applicable 
manufacturer  donates  a  .set  of 
dermatology  textbooks  to  a  group 
practice,  we  believe  that  ai)plicahle 
manufacturers  should  attribute  the 
transfer  of  value  to  only  the 
dermatologi.sts  at  the  practice  by 
dividing  the  co.st  ecjuallv  across  all 
dermatologi.sts.  We  intend  for  ajiplicahle 
manufacturers  to  divide  payments  or 
other  transfers  of  value  in  a  manner  that 
most  fairly  rejire-sents  the  situation.  For 
example,  many  |)ayments  or  other 
transfers  of  value  may  need  to  he 
divided  evcmly,  whereas  others  may 
need  to  he  divided  in  a  different  manner 
to  represent  who  recpiested  the 
payment,  on  whose  behalf  the  pavment 
was  made,  or  who  was  intended  to 
benefit  from  the  payment  or  other 
transfer  of  value.  We  agree  with  the 
coininenters  that  this  a])j)roach 
attributes  jiayments  more  iairlv.  since 
.some  physicians  in  a  groii])  practice 
may  not  make  u.se  of  a  iiayment  or  other 
transfer  of  value  and  may  have  concerns 
about  such  payments  or  other  transfers 
of  value  being  attributed  to  them. 

(A)niment:  A  few  coininenters 
reijnested  clarification  of  the  rejiorting 
reiinirements  for  jiavments  or  other 
transfers  of  value  provided  through  a 
covered  recijiient  to  another  covered 


reci])ient.  We  did  not  address  this 
s])ei:ific  situation  in  the  jiroposed  ride. 
The.se  coininenters  generally  refer  to  a 
situation  when  a  payment  is  jirovided  to 
a  physician  covered  recipient,  but  made 
through  a  teaching  hosjiital  covered 
reci])ient. 

liasponsa:  We  appreciate  the 
comments  and  agree  that  this  is  an  area 
of  jiotential  confusion,  so  we  believe 
that  clarification  is  neces.sarv.  While  the 
comments  are  generally  limited  to 
payments  or  other  transfers  of  value  to 
a  ])hysician  through  a  teaching  hospital, 
we  jirovide  clarification  more  generally. 
However,  we  recognize  that  the  majority 
of  jiayments  to  one  covered  recipient 
through  another  will  likely  involve  a 
physician  and  teaching  hospital. 

Fayments  provided  to  one  covered 
recijiient,  hut  directed  by  the  apjilicable 
manufacturer  to  another  specific 
covered  recipient  should  he  re]Jorled  in 
name  of  the  covered  recijiient  that 
ultimately  received  the  jiayment 
because  the  intermediate  covered 
recijiient  was  merely  jiassing  through 
the  Jiayment.  For  examjile.  if  an 
ajijilicable  manufacturer  jirovides  a 
Jiayment  to  a  teaching  hosjiital  intended 
for  a  jihysician  emjiloyee  of  the  teaching 
hosjiital,  then  the  jiavment  should  he 
rejiorted  in  the  name  of  the  jihysician 
covered  recijiient,  since  that  is  who 
ultimately  received  the  jiayment.  In 
addition,  a  jiayment  jirovided  direi:tlv  to 
a  Jihysician  covered  recijiient  should  he 
rejiorted  in  the  name  of  the  jihvsician, 
regardle.ss  of  whether  the  jihysician  is 
an  emjiloyee  of  a  teaching  hosjiital, 
since  the  jiayment  was  jirovided  to  the 
Jihysician  and  not  the  teaching  hosjiital. 
In  order  to  jirevent  double  counting, 
jiayments  jirovided  in  these 
circum.stances  should  not  also  be 
rejiorted  in  the  name  of  the  intermediate 
covered  recijiient.  If  the  jiayment  or 
other  transfer  of  value  was  not  jias.sed 
through  in  its  entirety,  then  the 
ajijilicalile  manufacturer  should  rejiort 
sejiarately  the  jiortion  of  the  jiayment  or 
other  transfer  of  value  retained  by  the 
teaching  hosjiital  covered  nicijiient  and 
the  Jiortion  jias.sed  through  to  the 
Jihvsician  covered  recijiient.  If  the 
Jiayment  or  other  transfer  of  value  was 
not  Jias.sed  through  at  all,  the  ajijilicalile 
manufacturer  should  rejiort  it  in  its 
entirety  in  the  name  of  the  teaching 
hosjiital.  We  note  that  the  rules 
regarding  research-related  jiavments 
made  to  teaching  hosjiital  covered 
recijiients  differ  somewhat  and  are 
discu.ssed  further  in  the  section  on 
research  herein. 

(Joinnient:  A  few  coininenters 
recommended  that  (’.MS  set  a  limit  for 
the  total  amount  a  jihysician  can  receive 
annually. 


/fe.s/ion.se; 'I'liis  .statute  does  not  afford 
us  the  authority  to  limit  the  jiayments 
or  other  transfers  of  value  made  to 
covered  recijiients.  The  statute  reijuires 
ajijilicalile  manufacturers  to  rejiort  the 
relationshijis.  hut  does  not  limit  or  ban 
them  in  any  way.  'I’liis  is  a  transjiarency 
initiative,  and  inclusion  on  the  jiulilic 
Web  site  does  not  indicate  that  the 
relationshijis  are  necessarily  imjirojier 
or  illegal. 

C.oiuiumt:  ’I’here  were  a  number  of 
comments,  some  which  sujijiorted 
rejiorting  the  name  of  the  entity  or 
individual  that  received  the  jiayment 
and  others  ojijiosing  this  ajijiroach. 
However  the  most  common  suggestion 
was  to  only  rejiort  the  name  of  entities 
that  receive  the  jiayment,  rather  than 
individuals,  due  to  jirivacy  concerns. 
Additionally,  a  few  commenters  stated 
that  the  ajijilicalile  manufacturer  may 
not  know  the  amount  if  it  was  at  the 
reijuest  or  designated  on  behalf  of  a 
covered  recijiient. 

liHSjionsH:  We  ajijireciate  the 
comments  and  continue  to  believe  that 
rejiorting  the  name  of  the  entity  which 
received  the  jiayment  at  the  reijuest  of 
or  designated  on  behalf  of  a  covered 
recijiient  is  beneficial.  However,  we 
agree  that  rejiorting  the  name  of  an 
individual  that  received  the  jiayment 
could  be  jiroblematic.  We  will  finalize 
that  ajijilicalile  maniifactnrers  must 
rejiort,  in  the  name  of  the  covered 
recijiient.  all  jiayments  or  other  transfers 
of  value  made  at  the  reijuest  of  or 
designated  on  behalf  of  a  covered 
recijiient.  as  well  as  the  name  of  the 
entity  that  received  the  jiayment  or 
other  transfer  of  value.  In  the  event  that 
a  Jiayment  was  jirovided  to  an 
individual,  at  the  reijuest  of  or 
designated  on  behalf  of  a  covered 
recijiient,  the  individuars  name  does 
not  need  to  be  rejiorted.  Instead,  the 
ajijilicalile  manufacturer  should  rejiort 
simjily  ‘‘individual”  in  the  field  for 
entity  jiaid. 

Finally,  we  do  not  agree  with  the 
comment  that  the  ajijilicalile 
manufacturer  may  not  know  the  amount 
of  the  Jiayment.  We  believe  that  liecan.se 
the  ajijilicalile  manufacturer  is  making 
the  Jiayment.  it  shiinld  know  the 
amount  being  jirovided.  We  believe 
regardless  of  what  entity  received  the 
Jiayment  or  other  transfer  of  value,  the 
details  are  available  to  the  ajijilicalile 
manufac.tnrer. 

(hniinent:  Many  commenters 
recommended  that  (IMS  shoiild  jirovide 
entities  receiving  jiayments  or  other 
transfers  of  value  at  the  request  of  or 
designated  on  behalf  of  a  covered 
recijiient  (as  a  third-jiarty  recijiient) 
should  have  the  ojijiortunity  to  review 
and  correct  the  information.  However, 
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other  comnienters  sii])])orted  the  CIMS 
propo.sal. 

H(;s})onsfr.  While  we  aj)j)re(:iate  the 
interest  in  allowing  these  (Mitities  the 
opportunity  lor  review,  dispute  and 
])roposing  corrections,  we  do  not  believe 
there  is  a  viable  method  tor 
administering  it.  'rhe  agency  will  not 
have  any  information  on  the  entities 
h(!yond  their  name,  so  w(!  will  not  he 
able  to  match  an  entity  across  ap])licat)le 
manufacturers.  More  im])ortantly.  since 
the  entities  will  not  In;  readily 
identifiable  gron])s  or  individuals  (such 
as  physicians),  the  agency  will  have  no 
means  to  validate  the  identity  of  an 
individual  signing  on  to  the  Web  site 
and  stating  that  he  or  she  is  from  a 
specific  entity.  Additionally,  we  believe 
a  covered  recipient  will  he  able  to 
review  these  j)ayments  or  other  transfers 
of  value  sufficiently  since  they  should 
he  aware  of  the  payment  or  other 
transfer  of  value  made  at  their  recpiest 
or  designated  on  their  behalf.  As 
explained  in  this  section,  we  have 
decichxl  to  only  nKpiire  reporting  and 
publication  of  the  name  of  entities  (and 
not  individuals)  that  receivcxl  i)avments 
or  other  transfers  of  value  at  the  nujuest 
of  or  designated  on  behalf  of  covered 
reci])ients.  We  believe  this  should 
alleviate;  .some  of  the  concerns  regarding 
review  and  correction  becau.se  |)(;rsonal 
payments  to  an  individual  will  not  he 
made  ]nihlic  on  the  Web  site.  (liven 
the.se  considerations,  we  will  finalize 
that  review  and  ceerrection  for  entities 
which  r(;ceive  a  j)ayment  at  tin;  r(;(piest 
of  or  designated  on  behalf  of  a  covered 
recipient  will  he  done  by  the  covered 
recipient,  rather  than  the  entitv. 

(Joinnwnt:  Numerous  commejiters 
noted  various  situations  when  a 
jjayment  or  other  transfer  of  value  may 
l)e  at  the  request  of  or  designated  on 
behalf  of  a  covered  reci])ient.  In  .some 
c;ase.s,  a  t:ov(;r(;d  reci]jient  may  direct  the 
payment  elsewhere:  conversely,  in 
others,  the  covered  recipient  mav 
simply  waive  the  payment  and  the 
applicable  manufacturer  provides  it  to  a 
third-party  reci])ient  of  their  choosing. 

In  addition,  there  an;  also  models  when 
a  covered  recijjient  do(;.s  not  have  anv 
claim  to  the  ])ayment  and  it  is 
automatically  ]n’ovided  elsewhere  (such 
as  a  charity)  on  his/her  h(;half.  The 
comnienters  recommended  various 
methods  to  report  the.se  situations, 
including  categorizing  some  as  non- 
re])ortahh;. 

/le.s/ion.se;  We  ;ippr(;ciate  these 
comments  and  recognize  that  there  are 
various  circumstances  where  a  payment 
will  he  made  at  the  request  of  or  on 
behalf  of  a  covered  recipient,  which  will 
all  be  slightly  different.  In  general,  we 
do  not  believe  it  will  he  jiossihle  to 


create  rules  for  each  situation.  In.stead, 
we  are  providing  the  following  general 
guidelines  and  information  on  how  we 
intend  to  int(;rpret  the  phrases  “at  tin; 
r(;(piest  of"  and  “designated  on  behalf 
of.” 

If  a  covered  recipi(;nt  directs  that  an 
a])plic:ahle  manufacturer  jirovide  a 
liayment  or  other  transfer  of  value  to  a 
specific  entity  or  individual,  rather  than 
receiving  it  ])ersonally,  then  the 
])ayment  is  being  made  “at  the  recpiest" 
of  such  cov(;red  recipient  and  must  In; 
reported  as  described  in  this  stiction 
(under  the  name  of  the  covered 
recipient,  but  al.so  including  the  name  of 
the  entity  jiaid  or  “individual,”  in  the 
ca.se  of  an  individual).  For  exaiuple,  in 
the  event  that  a  covered  rec:ipient 
directs  an  apjilicahle  mamdacturer  to 
donate  a  payment  or  oth(;r  transfer  of 
value — to  which  he  would  have 
otherwise  been  entitled — to  a  particidar 
charity,  the  applicable  manufacturer 
must  report  the  ])ayment  in  the  name  of 
the  covered  reci])ient  and  provide  the 
name  of  the  charity  that  received  the 
payment  at  tin;  covered  recipient’s 
re(jue.st.  However,  if  a  covered  recipi(;nt 
decides  to  neither  accept  the  ])ayment  or 
other  tran.sfer  of  value  nor  retpiest  that 
it  he  directed  to  another  individual  or 
(;ntity,  then  the  payment  or  other 
transfer  of  value;  that  was  oifer(;d  by  the 
applicable  manufactun;!'  does  not  need 
to  lx;  r(;ported.  In  this  situation,  then;  is 
nothing  to  report  h(;cau.se  no  rej)ortahle 
payment  or  other  transfer  of  value  was 
made  to  a  covereel  reci])ient  or  to  an 
individual  or  entity  at  the  reepiest  of  or 
designated  on  h(;half  of  a  covered 
recii)ient. 

In  addition,  we  interpret  “designated 
on  behalf  of  a  covered  recipient"  as 
when  a  covered  reeijnent  do(;s  not 
receive  a  payment  or  other  transfer  of 
value,  but  the  ai)]jlicable  manufacturer 
jjrovides  the  payment  or  oth(;r  transfer 
of  value  to  another  entity  or  individual 
in  the  name  of  the  covered  recipient. 

For  example,  a  cover(;d  recijiient  may 
waive  his  payment,  and  the  a])plicable 
manufacturer  nevertheless  donates  the 
|)ayment  to  a  charity  “on  behalf  of”  the 
covered  recipient.  We  recognize  that 
this  could  result  in  a  covered  recijjient 
who  waived  a  payment  n(;verthele.ss 
having  a  ])ayment  reported  in  his  or  her 
naim;;  ther(;fore,  we  (;ncourage  coven;d 
r(;cipient.s  to  make  very  clear  to 
applicable  manufacturers  whether  they 
would  like  their  waived  fee  to  he  i)aid 
to  another  individual  or  entity — 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
that  rejjorting  of  payments  or  other 
transfers  of  value  at  the  request  of  or 
designated  on  behalf  of  a  covered 
reci])ient  should  be  reported,  hut  should 


include  the  name  of  the  (;ntity  ])aid  or 
that  another  individual  received  the 
payment.  The  covered  recij)ient  will 
have  the  opportunity  to  review  and 
correct  the  jiayment  on  b(;half  of  the 
(;ntity  or  individual  that  rec(;ived  the 
payment. 

f.  Fayment  and  Other  Tran.sfer  of  Value 
Re])ort  Oontent 

The  s])ecific  categories  of  information 
re(pur(;d  to  he  re])orted  for  each 
])ayment  or  other  transfer  of  value 
provided  to  a  c;oven;d  recipient  are  set 
forth  in  section  1128Ci(a)(l)(A)  of  the 
Act.  In  the  propo.sed  rule,  we  ])rovided 
explanations  and  details  on  how  we 
proj)osed  that  applicable  manufacturers 
report  some  of  this  information  to  CMS. 
This  .sec:tion  outlines  the  comments  we 
rec:eived  on  the  data  elements. 

(1)  Name 

We  propo.sed  that  applicable 
manufactun;r.s  .should  rej)ort  the  first 
name,  last  name,  and  middle  initial  for 
physician  covered  recijjients. 

(A)nunant:  A  few  commenters  slated 
that  not  all  ])hy.sician.s  have  middle 
names  and  not  all  existing  sv.stems 
include  middle  name  or  initial,  .so  they 
recomm(;nded  middle  initial  not  lx; 
r(;])orted. 

/(e.s'pon.se;  We  appreciate;  the 
c:omment.s.  hut  believe  that  given  the 
mnnher  of  physicians  with  the  same 
first  and  la.st  name,  reporting  a  middle 
initial  will  he  important  when 
identifying  and  distinguishing 
physician  covered  recipients  and 
aggregating  payments  across  aj)|)lical)le 
manufacturers.  While  we  recognize  that 
not  all  physicians  have  middle  names, 
we  believe  that  this  information  should 
he  reported  whenever  possible.  As 
r(;quired  in  ^4()3.9()4(c)(l),  applicable 
manufacturers  must  re])ort  the  middle 
initial  of  a  ])hvsician  covered  recijiient 
as  listed  in  NFFES,  but  will  not  be 
penalized  for  leaving  the  field  blank  if 
it  is  not  available  in  NPPES  or  if  the 
physician  does  not  have  a  middh;  name. 
Additionally,  as  .stated  pr(;viously,  we 
hope  that  aj)plicable  manufacturers 
jH'ovide  as  much  id(;ntifying  detail  as 
possible  on  physician  cov(;red 
r(;cipient.s  to  ensure  we  can  attribute 
payments  a])propriately.  In  order  to 
ensure  that  j)hysician  covered  recipients 
are  ap])ropriately  matched  acro.ss 
applicable  manufacturers  and  to  their 
own  data  during  the  review  and 
correction  j)eriod.  we  will  reejuire 
ajjjjlicable  manufacturers  to  re])ort  a 
|)hvsician  covered  recij)ient’s  name  as 
listed  in  NPPE.S. 
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(2)  Business  Address 

We  proposed  tliat  applicable 
inanufactiirers  should  niport  the  lull 
.street  address.  For  teaching  hospital 
covered  reci|)ieuts.  we  proposcul  using 
only  the  address  included  in  the  (]MS- 
])nl)lish(Hl  li.st  ot  tcniching  hospitals,  h'or 
physician  covered  reci])ients.  we 
proposed  that  applicable  inanniacturers 
report  tin;  ])hysician’s  jjriinary  j)ractice 
location  address,  since  this  is  more 
easily  recognizable  to  (uid  users  of  the 
(lata. 

(A)mmont:  A  few  coinmenters 
nicoinmemhul  that  CMS  allow 
applicable  inanufactiirers  to  use  the 
address  kejit  on  file  for  a  physician 
covered  recipient,  rather  than  the 
address  in  NFPES.  since  the  address  on 
file  inav  he  more  accurate  than  the 
NBPES  address.  Regarding  NPI’ES.  a  few 
coinmenters  also  suggested  that  CMS 
should  re(|uire  physicians  to  keep  their 
address  updated.  Some  coinmenters 
recommended  rejiorting  the  address 
used  for  correspondence,  rather  than 
business  location.  Finally,  a  few 
coinmenters  discussed  that  jiroviding 
the  full  .street  address  for  the  business 
address  field  for  each  pavment  or  other 
transfer  of  value  will  increase  the  data 
elements  significantly. 

I{(;si)()nsa:  We  appreciate  the 
comments.  We  agree  that  (unlike  with  a 
|)hvsician  covered  recipient’s  name) 
applicable  manufacturers  do  not  need  to 
use  NPBES  when  reporting  addre.sses.  In 
the  pro|)ose(l  rule,  we  simply  wanted  to 
he  clear  that  it  was  available  and 
explain  what  field  to  u.se.  if  an 
a])])lical)le  manufacturer  chose  to  use 
NPPES.  Regarding  the  reciuirement  to 
keep  addresses  updated,  we  encourage 
jihysicians  to  keeji  their  NPPES  profiles 
u|Klate(l.  hut  we  do  not  believe  that  we 
have  the  authority  to  force  all 
Jihysicians  to  do  so. 

We  also  have  finalized  our  jirojiosal  to 
re(|uire  the  jirimarv  jiractice  location 
address  to  be  rejiorted  as  the  business 
address.  We  realize  that  a  jibysician  can 
be  associated  with  mnltijile  addre.sses. 
but  we  believe  that  jirimarv  jiractice 
location  is  the  most  recognizable  to 
consumers.  However,  we  understand 
that  it  may  be  difficult  for  an  ajijilicable 
mannfacturer  to  know  which  address 
rejiresents  the  jirimarv  jiractice  location, 
.so  we  jilan  to  not  jienalize  ajijilicable 
mannfacturers  for  jiroviding  the 
incorrect  addre.ss.  as  long  as  ajijilicable 
nianufacturer  rejiorts  a  legitimate 
business  addre.ss  for  the  covered 
recijiient. 

Finally,  we  ajijireciate  the  comment 
that  the  rejiorting  of  a  full  street  address 
(as  ojijiosed  to  a  jiortion  of  the  address, 
such  as  City  and  State)  will  reijuire  a 


significant  amount  of  data  to  he 
snlimitted.  We  agree  that  we  want  to 
minimize  the  data  submitted;  however, 
we  believe  that  full  street  addre.ss  is 
imjiortant  since  in  large  urban  areas 
there  may  he  mnltijile  jihysicians  with 
the  same  name  in  the  same  citv,  so  we 
will  continue  to  reijuire  rejiorting  of  full 
street  liusine.ss  address. 

(3)  Sjiecialty  and  Nl’l 

In  the  jirojio.sed  rule,  we  stated  that, 
as  reijuired  by  the  statute,  ajijilicable 
manufacturers  are  reijiiired  to  rejiort  the 
sjiecialty  and  NPl  for  jihvsician  covered 
recijiients.  We  suggested  that  ajijilicable 
mannfacturers  u.se  the  “jirovider 
taxonomy”  field  when  rejiorting 
Jihvsician  sjiecialty.  We  jirojiosed  that 
ajijilicable  manufacturers  only  rejiort  a 
single  sjiecialty  and  use  only  the 
sjiecialties  available  for  the  “jirovider 
taxonomy”  field  in  NPPES.  More  details 
on  the.se  terms  are  available  online.-*  For 
NPl,  we  jirojio.sed  that  ajijilicable 
manufacturers  rejiort  the  jihvsician’s 
individual  NPl,  rather  than  anv  grouji 
NPl,  with  which  the  jihvsician  may  be 
a.ssociated. 

(A)inmont:  Many  coinmenters 
addres.sed  the  reijnirements  for 
rejiorting  jihvsician  sjiecialty  and  NPl. 
Some  coinmenters  recommended  that 
ajijilicable  manufacturers  he  able  to  use 
their  own  internal  files  for  rejiorting 
sjiecialty,  rather  than  NPPES.  They  were 
concerned  that  sjiecialty  in  NPPl'kS  may 
not  be  accurate  and  could  lead  to 
concerns  about  off-lahel  marketing. 
Regarding  the  NPPES  li.st,  a  few 
coinmenters  recommended  that  (^MS 
include  the  nine  recognized  American 
Dental  Association  (ADA)  sjiecialties. 
Some  coinmenters  also  reijue.sted 
clarification  on  whether  ajijilicable 
manufacturers  should  rejiort  both  the 
sjiecialty  name  and  the  a.ssociated 
NPPES  code.  In  addition,  a  few 
coinmenters  recommended  that  (’MS 
allow  methods  for  an  ajijilicable 
manufacturer  to  jirovide  more  context 
regarding  jihvsician  sjiecialty,  such  as 
rejiorting  multijile  sjiecialties  with  one 
listed  as  jirimarv  or  allowing  a 
statement  justifying  sjiecialty  choice. 

I{ns})onso:  We  ajijireciate  the 
comments  and  agree  that  ajijilicable 
manufacturers  may  use  their  internal 
information  when  rejiorting  sjiecialty. 
However,  the  Nl’PES  “jirovider 
taxonomy”  li.st  (as  referenced 
jireviously)  should  he  used  as  the  li.st  of 
accejited  sjiecialties  since  consistency 
in  the  names  of  rejiorted  sjiecialties  is 
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imjiortant  for  facilitating  aggregation  of 
the  data.  We  note  that  the  Nl’PES  list 
does  include  the  nine  recognized  ADA 
sjiecialties.  When  rejiorting  sjiecialty, 
ajijilicalile  manufacturers  should  li.st 
both  the  sjiecialty  name  and  code  to 
ensure  consistency. 

Additionally,  we  do  not  believe 
ajijilicalile  manufacturers  need  to 
Jirovide  more  information  when 
rejiorting  jihysician  covered  recijiient 
sjiecialty.  We  believe  that  a  single 
sjiecialty  should  he  sufficient  and  that 
allowing  ajijilicalile  manufacturers  to 
Jirovide  a  justification  of  jihvsician 
sjiecialty  would  he  too  much 
information  to  he  beneficial. 

(4)  Date  of  Payment 

In  the  jirojiosed  rule,  we  reijuired 
ajijilicable  manufacturers  to  jirovide  the 
date  on  which  a  jiayment  or  transfer  of 
value  was  jirovided  to  the  covered 
recijiient.  We  recognized  that  some 
jiayments  or  other  transfers  of  value 
might  he  jirovided  over  mnltijile  dates, 
such  as  a  consulting  agreement  with 
monthly  jiayments.  We  jirojiosed  that 
ajijilicable  manufacturers  u.se  their 
discretion  as  to  whether  to  rejiort  the 
total  Jiayment  on  the  date  of  the  first 
Jiayment  as  a  single  line  item,  or  to 
rejiort  each  individual  jiayment  as  a 
sejiarate  line  item. 

(Amnnoni:  Manv  coinmenters 
sujijiorted  the  jirojiosed  reijnirements 
for  rejiorting  the  date(s)  of  jiavment. 
The.se  comments  ajijireciated  the 
(lexiliility  since  ajijilicalile 
manufacturers  may  u.se  different 
tracking  systems.  However,  some 
coinmenters  recjuested  additional 
flexibility  on  how  to  rejiort  the  jiayment 
date.  For  examjile.  some  coinmenters 
suggested  that  ajijilicable  manufacturers 
should  have  flexibility,  dejiending  on 
their  individual  systems,  to  rejiort  the 
date  a  flight  actually  occurred  or  the 
date  the  triji  was  hooked,  as  long  as  this 
information  is  rejiorted  consistently 
within  a  category.  Additionally,  the 
coinmenters  recommended  that  (]MS 
clarify  how  to  rejiort  payments  which 
may  hajijien  across  a  rejiorting  year. 

Hosponso:  We  ajijireciate  the 
comments  and  have  finalized  the 
jirojio.sal  that  ajijilicalile  manufacturers 
have  the  flexibility  to  rejiort  jiayments 
made  over  mnltijile  dates  either 
sejiarately  or  as  a  single  line  item  for  the 
first  Jiayment  date.  In  addition,  we  will 
allow  flexibility  for  what  sjiecific  date  to 
rejiort  for  a  nature  of  jiayment  category. 
We  believe  that  the  methodology 
emjiloved  should  he  consistent  within  a 
single  nature  of  jiayment  categorv.  For 
examjile,  for  all  flights,  ajijilicalile 
manufactnrers  should  rejiort  dates  in  a 
consistent  manner  (such  as  the  flight 
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(late  or  ticket  i)ur(:hase  date).  In 
addition,  the  aggregated  |)aynients 
shonld  not  cross  years,  so  lor  j)ayments 
which  span  multiple  years,  the  amount 
paid  in  a  given  year  must  h(!  re])orted  for 
that  r(!])orting  year.  Similarly,  the  date 
of  |)avment  nuithodology  should  not  h(! 
used  to  mov(!  ])ayments  from  one 
reporting  year  to  another.  Applicable 
manufacturers  are  encouraged  to 
include  information  on  the  methods 
they  u.sed  for  reporting  date  of  payment 
or  other  transfer  of  value  in  their 
assumptions  document.  When  reporting 
the  date  of  payment  for  hmulled  small 
])ayments  (as  descrihed  in 
S 4()3.t)()4(i)(2)(iv)),  applicahle 
manufacturers  shonld  re])ort  the  date  of 
])ayment  as  the  date  of  the  first  small 
payment  or  other  transfer  of  value  made 
to  the  covered  recijiient. 

(.'i)  (k)ntext 

(Joninmnt:  Some  comnienters 
recommemhxl  that  CMS  allow 
apjjlicahle  manufacturers  to  voluntarily 
re])ort  contextual  information  about 
(!ach  jjavment  or  other  transfer  of  value 
and  make  the  information  pnhliclv 
available.  CMS  did  not  pro])ose 
including  this  in  the  proposed  rule. 

Ih^sponsc:  We  agree;  that  information 
on  the  context  of  a  ])ayment  or  other 
transfer  of  value  could  he  useful.  We 
h(;lieve  it  could  helj)  the  public  better 
understand  the  relationshi])s  between 
the  industry  and  covered  reci])ients.  In 
addition  to  consunu;rs.  we  believe 
contextual  information  will  he  useful  for 
covered  recipients  when  reviewing  the 
payments  or  other  transfers  of  value, 
ilopefully,  the  context  will  prox  ide 
information  to  help  the  covered 
ri;cipient  a.sse.ss  the  accuracy  of  the 
payment.  However,  we  do  not  want  this 
information  to  overwhelm  users  or 
significantly  increase  the  data  reported, 
so  will  limit  the  amount  of  data  that  can 
he  re])ort(;d  in  that  field.  S(;ction 
4()3.‘)()4(c)(12)  allows  ajJiilicahle 
manufacturers  to  provide  brief 
contextual  information  for  (;ach 
payment  or  otlu;r  transfer  of  yahie,  hut 
does  not  re{iuire  them  to  do  so. 

((i)  Related  Coyered  Drug,  Deyice, 
Biological  or  M{;dical  Suj)])ly 

.S(;ction  1128G(a)(l)(A)(yii)  of  the  Act 
r(;(inir(;s  a])plicahle  inannfacturers  to 
report  the  name  of  the  covered  drug, 
device,  biological  or  medical  supply 
associated  with  that  payment,  if  the 
payment  is  related  to  “marketing, 
(;ducation,  or  n;s(;arch’’  of  a  particular 
covered  drug,  device,  biological,  or 
medical  supply.  We  proposed  that  in 
cas(;.s  when  a  payment  or  other  transfer 
of  value  is  r(;asonahly  associated  with  a 
specific  drug,  device,  biological  or 


medical  supply,  the  name  of  the  sp(;cific 
IJi'oduct  must  he  r(;ported.  We  realize 
that  not  every  financi.d  r(;lationship 
between  an  applicahle  manufacturer 
and  a  covered  lucijjient  is  ex|)licitly 
linked  to  a  particular  covered  drug, 
device,  biological  or  medical  siipidy, 
hilt  many  are,  and  we  propo.sed  that 
those  must  he  r(;|)orted. 

When  re])orting  a  related  product,  we 
pro])osed  that  applicahle  manufacturers 
could  rejKU't  only  one  covered  drug, 
device,  biological  or  medical  supjily  as 
related  to  a  payment  or  other  transfer  of 
value,  even  though  there  arguably  may 
he  multiple  covered  products  related  to 
the  payment.  However,  we  consickaed. 
as  an  alternative,  allowing  applicahle 
manufacturers  to  report  multiple 
covered  drugs,  devices,  hiologicals  or 
medical  supplies  as  related  to  a  single 
payment  or  other  transfer  of  value.  We 
lielieved  that  reporting  of  multiple 
covered  drugs,  devices,  hiologicals,  and 
medical  .siijjjilies  may  he  easier  for 
a])])licahle  manufacturers  since  many 
financial  relationshijis  are  not  specific 
to  one  ])roduct  only,  hut  could  make 
aggregating  payments  by  product 
difficult. 

With  regard  to  reporting  a  product 
name,  we  jiropo.sed  that  the  applicahle 
manufacturer  should  report  the  name 
under  which  the  jiroduct  is  marketed, 
since  this  name  is  probably  most 
recognizable  to  the  consumer.  In  the 
event  that  a  coveriid  drug,  device, 
biological  or  medical  su])])lv  does  not 
yet  have  a  marki;t  name,  we  pro})o.sed 
the  aj)])licahle  manufacturer  should 
rejiort  the  .scientific  name. 

(Jonuiieni:  Many  coinmenters 
(pie.stioned  how  and  when  to  report  an 
associated  ])roduct.  A  numher  of  these 
coinmenters  discuss(;d  whether  a 
product  name  should  he  reported  for 
payments  a.ssociated  with  non-covered 
ju'oducts  (such  as  pre-commi;rcial  or 
GTC  drugs)  and  recommended  only 
requiring  rejiorting  of  a  jiroduct  when 
tlu;  ])ayment  is  ri;lated  to  “marketing, 
education,  or  re.search.”  Many 
coinmenters  also  recommended  that 
CMS  allow  the  rejiorting  of  “n/a”  or 
“none”  in  instances  when  a  product  is 
not  associated  or  when  associated  with 
a  non-covered  product.  Similarly,  a  few 
coinmenters  recommended  that 
applicahle  m  ami  fact  urers  should  not 
have  to  rejiort  an  associated  product  for 
research  on  a  new  indication  of  a 
covered  jirodiict. 

A  few  coinmenters  jirovided  more 
specific  requirements,  such  as  only 
reporting  a  covered  product  for  a 
liayment  or  other  transfer  of  value, 
when  tluiie  is  a  written  agn;ement  or  an 
und(;rstanding  with  the  covered 
recipient  that  the  product  will  he 


named.  Similarly,  some  coinmenters 
snggi;sted  that  CMS  should  allow 
ilexihility  to  re|)ort  business  purpose,  in 
addition  to  product  familv  or  a  single 
])rodiict. 

/k.'.s'po/i.se;  We  a|)])r(;ciate  the 
comments  and  agree  that  it  is  important 
to  provide  additional  information  on 
when  and  how  a  related  product  should 
he  reported.  Section  1128C(a)(l)(A)(vii) 
of  the  Act  n;(iiiires  that  “if  a  payment  or 
other  transfer  of  value  is  related  to 
marketing,  education,  or  re,s(;arch 
specific  to  a  covered  drug,  device, 
biological,  or  medical  siip])lv.” 
applicahle  maniifactnri;rs  must  report 
the  name  of  the  covered  product.  We 
believe  that  many  financial 
relationships  between  apjilicahle 
manufacturers  and  covered  recipients 
are  related  to  marketing,  education  or 
res(;arch  associated  with  a  particular 
product,  often  a  covered  product. 
Therefore,  we  will  finalize  that 
applicahle  manufacturers  must  report  a 
related  product  name  for  all  payments 
or  transfers  of  value,  unh;ss  the  payment 
or  other  transfer  of  value  is  not  related 
to  a  covered  ju'oduct.  However,  we  do 
not  heli(;ve  apjilicahle  manufacturers 
should  he  re(]uiri;d  to  report  the  name 
of  a.ssociated  non-covered  products, 
since  this  may  he  niisli;adiiig  to 
consumers  and  would  juovide 
information  that  is  beyond  the  goal  of 
the  statute.  However,  we  do  believe  it  is 
useful  to  know  the  extent  of  payments 
or  other  tran.sfers  of  value  that  are  not 
associated  with  (inv  jirodiict  or  not 
associated  with  a  cox'eiw/  product.  This 
distinction  will  not  he  possible  if 
applicahh;  inannfacturers  leave  the 
associated  juoducts  fields  blank  in  cases 
wluai  it  is  not  applicahle.  Given  this 
inten;st.  the  final  rule  directs  ajiplicahle 
manufacturers  to  fill  in  associated 
product  fields  as  appropriate.  Instead,  if 
the  jiayinent  or  other  transfer  of  value  is 
not  related  to  at  least  one  cov(;red 
product,  then  applicahle  manufacturers 
should  rejiort  “none.”  Gonver.sely,  if  the 
payment  or  other  transfer  of  value  is 
related  to  a  specific  product,  which  is 
not  a  covered  product,  then  applicahle 
inannfacturers  are  to  rejuirt  “non- 
covered  product.”  Finally,  if  the 
payment  or  other  transfer  of  value  is 
relat(;d  to  at  least  one  covenid  juodiict, 
as  well  as  at  least  one  non-covered 
product,  then  aiiplicahle  manufacturers 
must  re])ort  the  covenid  products  by 
name  (as  rixjuired).  and  may  inchule 
non-coyered  ])roducts  in  one  of  the 
fields  for  reporting  associated  product. 

GVmimen/;  Many  comments  addres.sed 
the  numher  of  associated  products  that 
may  he  reported  for  each  payment  or 
other  transfer  of  yahie.  Seyeral 
coinmenters  supported  allowing 
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reporting  of  only  a  single  jjrodnct, 
whereas  .several  others  .sui)j)orte(l 
allowing  aj)pli('.al)le  manufacturers  to 
report  innltiple  j)ro(luc;ts  as  being 
associated  with  the  a  ])ayinent  or  other 
transfer  of  value.  Tlie  cominenters  who 
advocated  reporting  multi])le  products 
explaineil  that  often  a  financial 
relationshij)  is  as.sociated  with  innltiple 
products,  and  it  would  he  misleading  to 
attribute  it  to  a  single  product, 
('.onversely.  some  cominenters  were 
sympathetic  to  the  need  to  aggregate  the 
payments  or  other  transfers  of  value  by 
|)roduct.  As  a  compromi.se.  .some  of 
the.se  cominenters  sugge.sted  reporting  a 
single  product  would  he  sufficient,  as 
long  as  we  allowed  apjilicahle 
manufacturers  to  rejiort  "multiple."  as 
well.  Other  cominenters  recommended 
that  CMS  allow  rejiorting  of  up  to  five 
products.  However,  these  comments 
cautioned  that  aggregation  by  product 
should  not  give  the  impre.ssion  that 
there  were  nuiltijile  interactions.  A 
commenter  recommended  reipiiring 
applicable  manufacturers  to  report  a 
percentage  of  the  interaction  to  he 
attributed  to  each  product  listed.  The 
comments  also  addres.sed  what  jiroduct 
name  should  he  n.sed.  Manv 
cominenters  advocated  that  apjilicahle 
mannfactnrers  should  he  allowed  to 
report  the  product  category  or 
therapeutic  area  rather  than  the  jiroduct- 
sjiecific  name.  Many  cominenters 
recommending  this  method  referenced 
implantahle  devices,  since  consumers 
may  not  know  the  sjiecific  name  of  the 
device  that  had  been  implanted  during 
a  medical  procedure.  Many  devices  are 
given  a  complex  name  ami  numher 
combination,  which  consumers  may  not 
know.  For  example,  a  patient  may  he 
aware  that  .she  received  a  hi])  imjilant 
manufactured  by  company  A.  hut  may 
not  know  the  specific  model  numher  of 
the  implant.  Similarly,  some 
cominenters  recommended  slight 
changes  to  the  name  required  to  he 
reported,  such  as  using  the 
clinicaltrials.gov  name  for  drugs 
without  a  name  or  allowing  rejiorting  of 
the  generic  name.  Finally,  a  few 
cominenters  snggesteti  that  we  require 
reporting  of  National  Drug  (lode  (NDCl), 
as  well  as  brand  and  generic  name. 

/fe.spon.se;  We  apjireciate  the 
comments  and  agree  that  reporting 
multiple  ])roduct.s  will  likelv  improve 
the  accuracy  of  the  dataha.se  in  a  way 
that  is  more  beneficial  than  the 
difficulty  in  aggregating  by  juoduct. 
Therefore,  we  will  finalize  that 
applicable  manufacturers  may  rejiort  uj) 
to  five  related  covered  products  for  each 
interaction.  If  the  interaction  was 
related  to  more  than  five  products,  an 


apjilicahle  mannfacturer  should  report 
the  five  ])rodiicts  which  were  most 
clo.sely  related  to  the  payment  or  other 
transfer  of  value.  Additionally,  when 
aggregating  payments  or  other  transfers 
of  value  by  ])roduct,  we  will  not 
repre.sent  a  single  interaction  related  to 
multijile  ])roductsas  nuilti|)le 
interactions.  However,  we  do  not  agree 
that  the  applii:al)le  manufacturer  should 
report  the  |)ercentage  of  the  interaction 
dedicated  to  each  jiroduct.  We  believe 
this  will  he  Inirdensome  to  the 
ajijilicatile  manufacturers  and  would  not 
he  beneficial  to  consumers,  since  it  will 
greatly  increase  the  volume  of  the  data. 

We  also  agree  that  we  should  allow 
greater  llexihility  in  rejiorting  the 
Jiroduct  name,  jiarticularly  for  devices 
where  the  jiroduct  name  is  less 
recognizable  to  consumers.  For  ilrugs 
and  liiologicals,  we  are  finalizing  that 
ajijilicahle  manufacturers  mu.st  rejiort 
the  market  name  of  the  jiroduct  and 
must  include  the  NDCl  (if  any),  if  a 
market  name  is  not  yet  available, 
ajijilicahle  manufacturers  should  use  the 
name  registered  on  clinicaltrials.gov. 

We  believe  that  rejiorting  the  NIX',  will 
greatly  helji  (IMS  aggregating  the  data 
by  Jiroduct.  However,  if  there  is  uo  NIX] 
available  for  a  jiroduct,  it  does  not  have 
to  he  rejiort ed.  For  devices  and  medical 
snjijilies.  4()3.‘)()4(c)(8)(ii)  allows 
rejiorting  of  either  the  name  under 
which  the  device  or  medical  snjijilv  is 
marketed,  or  the  therajieutic  area  or 
Jiroduct  category.  We  believe  that 
rejiorting  devices  and  medical  sujijilies 
in  this  manner  is  ajijirojiriate,  since 
device  names  are  less  known  to 
consumers  and  a  single  jiroduct  may 
actually  he  comjiri.sed  of  multijile 
devices.  (]onvei\sely,  we  believe  that  the 
names  of  drugs  and  liiologicals  are  more 
readily  availalile  to  consumers,  since 
they  are  often  listed  on  a  jire.scrijition. 

(7)  Form  of  Payment  and  Nature  of 
Payment 

The  statute  recjuires  rejiorting  on  both 
the  form  of  jiayment  and  the  nature  of 
jiayment  for  each  jiayment  or  transfer  of 
value  made  liv  an  ajijilicahle 
manufacturer  to  a  covered  recijiient. 

The  statute  jirovides  a  list  of  categories 
for  both  the  form  of  jiayment  and  nature 
of  Jiayment  and  gives  the  .Secretarv 
discretion  to  add  additional  categories. 

Section  1128(;(a)(l)(A)(v)  of  the  Act 
includes  the  following  form  of  jiayment 
categories: 

•  (lash  or  a  cash  eijuivalent. 

•  In-kind  items  or  services. 

•  Stock,  a  stock  ojition.  or  any  other 
ownershiji  interest,  dividend,  jirofit,  or 
other  return  on  investment. 

•  Any  other  form  of  jiayment  or  other 
transfer  of  value. 


Section  11 28(](a)(l  )(A)(vi)  of  the  Act 
includes  the  following  nature  of 
Jiayment  i;ategorie.s: 

•  (kinsuiting  fees. 

•  (kimjiensation  for  services  other 
than  consulting. 

•  Honoraria. 

•  (lift. 

•  Fntertaimnent. 

•  Food. 

•  Travel  (including  the  sjiecified 
destinations). 

•  Education. 

•  Research. 

•  (lharitahle  contriliution. 

•  Royalty  or  license. 

•  (Inrrent  or  jirosjiective  ownershiji  o 
inve.stment  interest. 

•  Direct  comjiensation  for  .serving  as 
faculty  or  as  a  sjieaker  for  a  medical 
education  program. 

•  Grant. 

•  Any  other  nature  of  the  jiayment  or 
other  transfer  of  value. 

In  this  section,  we  discuss  the  general 
jiolicies  for  rejiorting  the  form  of 
Jiayment  and  the  nature  of  jiavment. 
rather  than  the  sjiecific  categories, 
which  will  he  discu.ssed  in  sections 
ll.n.l  .g  and  h.  of  this  final  rule. 

In  the  jirojio.sed  rule,  we  jirojiosed 
that  the  categories  within  both  the  form 
of  Jiayment  and  the  nature  of  jiayment 
should  he  defined  as  distinct  from  one 
another.  Additionally,  if  a  jiayment  or 
other  transfer  of  value  for  an  activity  is 
assoc:iated  with  multijile  categories, 
such  as  travel  to  a  meeting  under  a 
consulting  contract,  we  jirojiosed  that 
the  travel  exjienses  should  remain 
distinct  from  the  consulting  fee 
exjienses  and  both  categories  would 
need  to  he  rejiort  ed  to  accurately 
describe  the  relationship.  In  these  cases, 
we  jirojiosed  that  for  each  jiayment  or 
other  transfer  of  value  rejiort  ed. 
ajijilicahle  manufacturers  may  only 
rejiort  a  single  nature  of  jiayment  and  a 
single  form  of  jiayment.  For  examjile,  if 
a  jihvsician  received  meals  and  travel  in 
association  with  a  consulting  fee,  we 
jirojio.sed  that  each  segregalile  jiayment 
lie  rejiorted  .sejiarately  in  the 
ajijirojiriate  category.  The  ajijilicahle 
manufacturer  would  have  to  rejiort  three 
sejiarate  line  items,  one  for  consulting 
fees,  one  for  meals  and  one  for  travel, 
'file  amount  of  the  jiayment  would  he 
based  on  the  amount  of  the  consulting 
fee.  and  the  jiayments  for  the  meals  and 
travel.  For  liiinji  sum  jiavments  or  other 
transfers  of  value,  we  jirojiosed  that  the 
ajijilicahle  manufacturer  break  out  the 
distinct  jiarts  of  the  jiayment  that  fall 
into  multijile  categories  for  both  form  of 
Jiayment  and  nature  of  jiayment.  We 
also  solicited  comment  on  an  alternative 
ajijiroach  of  allowing  a  jiayment  or  other 
transfer  of  value  for  an  activity  that  is 
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ass()(:iat(!(l  witli  imiltipli;  segregable 
categories  to  be  re])orted  as  a  single 
lump  sum,  ratber  than  .separately  by 
each  se^regable  category. 

Filially,  iu  the  jirojidsed  rule  we  al.so 
discussed  the  iuterjiretatious  ot'yarious 
forms  of  payment  and  natures  of 
|)aymeut  categories.  We  did  not  define 
the  categories  iudiyidually  and  instead 
jiroposed  that  they  would  haye  their 
dictionary  definitions. 

(jOinment:  Many  commenters 
addressed  our  proposed  method  for 
reporting  form  of  payment  and  nature  of 
payment.  A  number  of  these 
commenters  supported  our  jirojiosed 
method  of  rejiorting  a  single  form  of 
payment  and  a  single  nature  of  payment 
for  each  reported  jiayment.  whereas 
others  supported  the  alternative  of 
rejiorting  multijile  forms  of  jiayment 
and  natures  of  jiayment  for  a  single 
Jiayment.  The  commenters  supjiorting 
multijile  forms  of  jiayment  and  natures 
of  Jiayment  recommended  that  the 
ajijilicahle  manufacturer  should  he 
allowed  flexibility  to  rejiort,  hut  should 
exjilain  their  decisions  and 
methodology  for  rejiorting  form  and 
nature  of  jiayment  in  the  a.ssumjitions 
document.  Additionally,  a  levy 
commenters  suggested  that  the 
ajijilicahle  manufacturer  should  he 
allowed  to  rejiort  lumji  jiayments,  hut 
should  he  re(juired  to  jirocluce 
segregated  jiayments  in  an  audit. 

Finally,  a  few  commenters 
recommended  that  CMS  allow' 
ajijilicahle  manufacturers  to  rejiort 
additional  details  beyond  form  of 
Jiayment  and  nature  of  jiayment  to  allow' 
end  users  to  understand  that  not  all 
rejiort ed  relationshijis  are  jiayments. 

Hasponse:  We  ajijireciate  the 
comments  and  heliev'e  they  jiroyided 
imjiortant  background  on  the  jirocesses 
of  rejiorting.  Hovyeyer,  we  haye 
finalized  these  jirov'isions  as  jirojio.sed. 
We  helieye  that  flexibility  in  the 
rejiorting  recjuirements  is  imjiortant  to 
aid  ajijilicahle  manufacturers  with 
different  systems.  Howev’er.  we  helieye 
that  there  should  also  he  consi.stency  in 
the  w'ay  jiayments  or  other  transfers  of 
yalue  are  rejiorted  across  ajijilicahle 
manufacturers,  jiarticularly  when 
descrihing  and  cla.ssifying  payments  or 
other  transfers  of  yalue.  We  helieye  that 
a  single  form  of  jiayment  and  a  single 
nature  of  jiayment  for  each  line  item 
characterizes  a  jiayment  or  other 
transfer  of  v'alne  much  differently  than 
rejiorting  multijile  forms  of  jiayment 
and  natures  of  jiayment  for  a  linnji  sum 
Jiayment.  We  are  concerned  that 
allowing  this  flexibility  will  he 
confusing  to  cov'ered  recijiients  and  end 
users,  since  they  will  not  he  able  to 
readily  tell  a  sjiecific  ajijilicahle 


manufacturer's  method  for  rejiorting  the 
Jiayment  or  other  transfer  of  yalue,  since 
the  assumjitions  document  will  not  he 
made  jiuhlic.  We  al.so  helieye  that  a 
flexible  method  would  create  additional 
disjiutes  because  a  coyered  recijiient 
would  not  know'  what  was  included  in 
a  single  line  item,  since  .some  line  items 
w'onld  111!  .sejiarated,  whereas  others 
would  he  aggregated.  Additionally,  a 
.State  w'ith  a  similar  rejiorting 
recjuirement  for  manufacturers  that 
allows  the  rejiorting  of  secondary 
natures  of  jiayment  stated  in  its  jiuhlic 
comment  that  rejiorting  entities  seldom 
use  the  .secondary  fiehl,  indicating  that 
a  single  field  should  he  sufficient. 

With  regard  to  choosing  the 
ajijirojiriate  nature  of  jiayment,  we  agree 
that  if  a  jiayment  could  fit  w'ithin 
multijile  jiossihle  categories,  ajijilicahle 
manufacturers  should  liaye  tlexihility  to 
.select  the  category  that  best  described 
the  Jiayment,  in  accordance  with  their 
ow'n  documented  methodology. 

How'eyer,  this  .should  not  he  used  to 
bundle  jiayments  of  sejiarate  categories 
into  a  single  jiayment.  For  examjile.  a 
meal  .should  he  rejiorted  as  a  meal,  eyen 
if  assotaated  with  trayel  or  a  consulting 
contract.  Additionally,  .serv'ing  as  a 
faculty  for  a  medical  education  jirogram 
should  he  rejiorted  sejiarately  from  a 
consulting  contract,  eyen  if  the  medical 
education  jirogram  sjieech  was  similar 
in  content  to  the  consulting  serv'ices 
Jiroyided  by  the  coyered  recijiient. 

(Minnwni:  A  number  of  commenters 
generally  (jnestioned  the  form  of 
Jiayment  and  nature  of  jiayment 
categories.  Many  commenters  recjuested 
that  (IM.S  deyeloji  jireci.se  definitions, 
and  a  few'  cximmenters  jiroyided 
recommended  definitions.  Hovyeyer,  in 
the  ev'ent  that  the  agency  does  retain  the 
dictionary  definitions,  some 
commenters  suggested  that  CMiS  should 
ensure  that  the  dictionary  definitions 
are  sufficient  to  jirov'ide  clarity. 
Additionally,  a  few  commenters 
recommended  that  CM.S  jiuhlish  and 
allow'  for  Q&As  to  further  clarify  the 
categories.  A  few  commenters  jiroyided 
additional  categories  for  CIM.S  to  add, 
vv'hereas  others  recommended  methods 
for  categorizing  jiayments  or  other 
transfers  of  yalue  to  exjilain  the  details 
of  the  Jiayment.  F’or  examjile,  a 
commenter  recommended  that  we  create 
sejiarate  rejiorting  categories  for 
Jiayments  or  other  transfers  of  yalue 
made  directly  and  indirectly.  Finally,  a 
few  commenters  recommended  that  w'e 
should  consider  form  of  jiayment  as 
“jiayment  tyjie”  or  the  nuKlality  used  to 
transfer  yalne,  whereas  we  should 
consider  nature  of  jiayment  as  “jiayment 
nature”  or  the  rea.son  the  jiayment  was 
made. 


liHsponse:  We  ajijireciate  the 
comments  and  haye  carefully 
considenul  the  best  vyay  to  jirov'ide 
additional  context  to  the  categories, 
(liv'en  the  yery  sjiecific  statutory 
retjuirements,  we  are  unable  to  fully 
reconfigure  the  categories;  while  the 
.Secretary  is  granted  discretion  to  add 
forms  of  Jiayment  and  natures  of 
Jiayment.  she  is  not  giyen  discretion  to 
remov'e  or  collajise  them.  Hovyeyer,  we 
ajijireciate  the  clarification  on  form  of 
Jiayment  being  considered  the  modality 
used  to  transfer  yalue  and  nature  of 
Jiayment  being  the  reason  the  jiayment 
was  made.  We  helieye  the.se 
cla.ssifications  should  helji  ajijilicahle 
manufacturers  when  assigning 
categories,  and  will  helji  us  jirov'ide 
more  accurate  guidance  on  the 
categories. 

In  order  to  jirov'ide  additional 
information  we  haye  jiroyided  general 
di.scussions  and  additional  contextual 
information,  jiarticularly  for  the  nature 
of  Jiayment  categories,  since  w’e  helieye 
mo.st  comments  vyere  concerned  with 
the  nature  of  jiayment  categories.  We 
Jirov'ide  additional  details  in  the 
follovv'ing  two  sections  of  this  final  rule 
dedicated  to  form  of  jiayment  and 
nature  of  jiayment. 

g.  F’orm  of  Fayment 

.Section  1 1 28('i(a)(1  )(A)(y]  of  the  Act 
lists  forms  of  jiayment  that  ajijilicahle 
manufacturers  must  use  to  describe 
Jiayments  or  other  tran.sfers  of  v'alue. 
Ajijilicahle  manufacturers  must  a.ssign 
each  indiv'idual  jiayment  or  other 
transfer  of  v'alue.  or  sejiarate  jiarts  of  a 
Jiayment,  to  one  and  only  one  of  these 
categories.  In  the  projiosed  rule,  we  did 
not  add  any  forms  of  jiayment  beyond 
those  outlined  in  the  statute  because  we 
heliev'ed  w  hat  is  jiroyided  in  the  statute 
was  sufficient  to  describe  jiayments  and 
other  transfers  of  yalue.  Additionally,  as 
exjilained.  we  jirojiosed  that  each  form 
of  Jiayment  he  defined  by  the  term's 
dictionary  definition,  since  w'e  helieyed 
that  the.se  terms  are  under.standahle  as 
written. 

(Joinnient:  We  receiv'ed  a  fevy 
comments  sujijiorting  the  categories,  as 
well  as  a  few'  recommending  small 
changes  to  the  categories.  A  few 
commenters  adv'ocated  adding  a 
category  for  “grant"  to  make  clear  that 
it  w'as  not  jiersonal  income.  Another  few 
commenters  recommended  sejiarating 
stock,  .stock  ojition.  or  any  other 
inye.stment  interest  from  div'idend, 
jirofit  or  other  return  on  inye.stment. 
since  they  are  materially  different. 

These  commenters  exjilained  that 
stocks,  stock  ojitions,  and  inye.stment 
interests  are  different  from  div'idends, 
jirofits,  and  return  on  inyestments 
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Ixicau.se  the  I'onner  are  actix  ely  granted 
to  a  covered  reci|)ient  while  the  latter 
are  earned  on  existing  investments. 
Finally,  regarding  the  definitions,  a  lew 
coinmenters  suggested  that  C'M.S  use 
standard  legal  definitions. 

liosponsfi:  We  apjjreciate  the 
comments  and  agree  that  the  forms  of 
payment  catiJgories  are  sidficient. 

I  lowever.  we  do  agree  that  tin;  “stock, 
.stock  option,  or  anv  otlier  ownership 
investment  interest,  dividend,  jjrofit  or 
other  return  on  inve.stment"  categorv 
.should  he  divided  into  two  categories. 

\Y(!  agree  that  the  categories  are  diffenmt 
and  .separating  them  would  create 
additional  spiunficity  in  the  categories, 
without  changing  them  significantly. 
(k)nversely.  we  do  not  agnie  that  grant 
.should  he  a  form  of  jjavment.  Instead, 
we  Ixilieve  "grant”  should  remain  as  a 
nature  of  payment  (as  included  in  the 
statute),  since  it  he.st  describes  a  reason 
a  covered  recipient  might  receive  a 
payment.  After  consideration  of  the 
public  comments  received,  we  are 
finalizing  the  projjo.sal  to  break  the 
categorv  of  “stock,  stock  oj)tion.  or  anv 
other  ownership  investment  interest, 
dividend,  profit  or  other  return  on 
investment”  categorv  into  two 
categories,  hut  otherwi.se  will  not  he 
adding  any  additional  categories  to  form 
of  payment.  We  agree  that  stock,  stock 
o|)tions.  and  other  ownership 
inve.stment  interests  are  different  than 
divichmds.  profits  and  other  returns  of 
investment,  so  .se])arating  the.se 
categories  may  provide  adtlitional 
clarity  to  consumers.  W»;  do  not  believe 
that  this  changes  the  way  forms  of 
j)ayments  will  he  rejmrted.  since  the 
categories  existed  previonslv.  we  are 
simply  providing  more  clarity  and 
specificity  to  the  categories.  We  believe 
the  dictionary  definitions  are  sufficient. 
|)articnlarlv  since  the.se  terms  are 
generally  understandahle  to  consumers. 

h.  Nature  of  Payment 

.Section  1128G(a)(1)(A)(vi)  of  the  Act 
lists  the  categories  for  the  nature  of 
l)ayment  or  other  transfer  of  value  that 
a])])lical)le  manufacturers  must  use  to 
de.scrihe  each  pavment.  In  the  pro])osed 
rule,  we  encouraged  applicable 
manufacturers  to  consider  the  pnr])ose 
and  the  manner  of  the  ])ayment  or  other 
transfer  of  value;  if  a  payment  could 
conceivably  fall  into  more  than  one 
categorv.  we  proposed  that  apjjlicahle 
manufactunu's  should  make  reasonable 
determinations  about  the  nature  of 
j)ayment  rej)orted  for  the  payment  or 
transfer  of  value.  Additionally,  as 
explaimid.  we  believed  that  the  nature 
of  payment  i:ategories  have  meanings  to 
the  general  public  that  are  familiar  to 
the  industrv  and  j)ropo.sed  defining  each 


nature  of  ])ayment  category  by  its 
dictionary  definition. 

(A)iument:  Many  coinmenters 
discu.ssed  the  nature  of  payment 
categories,  including  our  jiropo.sed 
method  for  defining  the  categories.  A 
few  coinmenters  recommended  that 
GM.S  provide  more  guidance  on  how 
these  categories  should  he  a|)plied.  For 
example,  one  commenter  recommended 
that  CiM.S  rank  the  categories  and  if 
multiple  categories  could  apply  to  a 
single  pavment  or  other  transler  of 
value,  the  applicable  manufacturer 
should  rejiort  it  in  the  “higher"  ranked 
categorv.  Another  commenter  requested 
that  (iM.S  break  the  categories  into  two 
groups:  those  made  in  exchange  for 
value  (such  as  .services  or  intellectual 
])roj)erty  rights)  and  those  made  without 
any  expectation  of  benefit.  Beyond 
categorizing  jiayments  or  other  transfers 
of  value,  many  coinmenters  requested 
additional  guidance  on  the  definitions 
for  the  nature  of  payment  categories.  We 
also  received  a  few  recommendations 
for  additional  nature  of  jiayment 
categories.  For  examide,  a  few 
coinmenters  recommended  including  a 
category  for  agreements  to  ajipear  as  an 
“author”  of  an  industry  gho.st-written 
publication.  Another  commenter 
recommended  that  we  include  a 
categorv  for  space  or  facility  fee  for 
events  at  a  teaching  hosjiital. 

/fe.spon.sY?;  We  a|)|)reciate  the 
comments.  However,  we  believe  that 
])roviding  jireci.se  definitions  for 
aj)j)lical)le  manufacturers  to  use  in 
categorizing  nature  of  jiayments  will  he 
too  restrictive.  Applicable 
manufacturers  are  re(|uired  to  report  all 
payments  or  other  transfers  of  value, 
unless  they  sjjecifically  fall  within  an 
exception.  The  nature  of  payment 
categories  are  simjily  used  to  descrihi^ 
these  payments  or  other  transfers  of 
value.  W'e  believe  precise  definitions 
could  make  the.se  de.scriptors  less  useful 
and  could  make  reporting  more 
challenging  for  applicable 
manufacturers.  For  exam])le,  if  a 
payment  or  other  transfer  of  value  that 
the  applicable  manufacturer  generally 
would  cla.ssify  as  a  consulting  fee  does 
not  meet  our  precise  definition,  the 
apjilicahle  manufacturer  would  he 
forced  to  report  it  in  another  categorv. 
which  would  likelv  he  less  accurate 
than  the  consulting  fee  category.  The 
relationshijis  between  applicable 
manufacturers  and  covered  recipients 
are  extremely  diverse;  we  are  concerned 
that  jiroviding  specific,  narrow 
definitions  would  not  encompass  every 
situation,  forcing  applicable 
manufacturers  to  describe  payments  or 
other  transfers  of  value  by  le.ss  specific 
categories  that  do  not  accurately 


describe  the  relationship.  Additionally, 
since  all  jiayments  or  transfers  of  value 
must  he  rejiorted,  we  do  not  believe  we 
.should  rank  the  categories  and  indicate 
some  as  more  desirable  or  beneficial 
than  others.  Instead,  we  believe  that  the 
nature  of  jiayment  categories  are 
descrijitors  and  that  ajijilicahle 
manufacturers  should  .select  the  most 
a|)|)ro|)riate  descrijition.  However,  we 
do  understand  the  interest  in 
consistency  to  enhance  of  the  usefulness 
of  the  data,  so  we  will  jirovide  some 
additional  exjilanations  for  the 
categories. 

Finally,  we  ajijireciate  the 
recommended  additional  categories.  We 
have  tried  to  limit  the  numher  of 
additional  categories  as  much  as 
jiossihle,  so  we  have  only  added 
categories  for  those  recommendations 
that  we  believe  cannot  he  described  hv 
exi.sting  nature  of  jiayment  categories. 

For  exainjile,  we  believe  that  agreement 
to  ajijiear  as  an  author  of  a  ghostwritten 
article  is  an  imjiortant  relationshij)  that 
should  he  re])orted,  hut  believe  there  are 
sufficient  exi.sting  nature  of  jiayment 
categories,  .sui:h  as  comjiensation  for 
.services  other  than  consulting,  which 
can  he  used  to  de.scrihe  the  relationshij). 
Gonversely,  regarding  sjiace  rentals,  we 
do  agree  that  this  rejire.sents  a  sjiecific 
relationshij)  between  a  covered 
recijiient  (likely  a  teaching  hosjiital)  and 
an  ajijilicahle  manufacturer  that  cannot 
he  accnratelv  described  hv  the  exi.sting 
nature  of  jiayment  categories.  We 
under.stand  that  sjiace  rental  or  facility 
fees  are  commonly  Jiart  of  ho.sting  an 
event  at  a  hosjiital  and  believe  that 
including  them  in  another  category 
would  inflate  the  amount  in  that 
categorv.  Similarly,  the  statutorv  nature 
of  Jiayment  categories  are  inostlv 
directed  towards  jihysician  covered 
recijiients.  so  it  is  imjiortant  to  consider 
the  common  relationshijis  between 
teaching  hosjiital  covered  recijiients  and 
ajijilicalile  manufacturers.  Given  these 
considerations,  we  will  add  sjiace  rental 
and  facilities  fees  as  a  nature  of  jiayment 
category  under  our  authority  in  .section 
1128G(a)(l)(A)(vi)(XV)  of  the  Act,  hut 
will  not  add  ajijiearing  as  an  author  for 
a  ghostwritten  article. 

We  are  jiroviding  some  additional 
exjilanation  of  the  nature  of  jiayment 
categories  to  jirovide  additional  context. 
These  exjilanations  are  not  exhaustive 
(unless  sjiecified  as  such),  hut  rather  are 
intended  to  jirovide  additional  guidance 
to  ajijilicalile  manufacturers  when  thev 
are  categorizing  jiayments.  Additionallv, 
we  will  discuss  research  in  a  sejiarate 
.section  in  light  of  the  additional 
comjilexities  in  rejiorting  research- 
related  Jiayments  or  other  transfers  of 
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value,  which  warrants  additional 
consideration. 

(1)  (diaritahle  (lontrihutions 

In  the  projjosed  rule,  we  statcul  that 
charitable  contributions  to,  at  the 
r(!(|uest  of,  or  on  htdialf  of  covered 
reci])i(!nts  by  a])plical)le  manufacturers 
inu.st  he  r(;ported.  For  purposes  of  the 
r(!])orting  recpdrement,  a  charitable 
contribution  is  any  ])ayinent  or  transfer 
of  value  made  to  an  organization  with 
tax-exempt  status  under  the  Internal 
Revenue  C^ode  of  1088,  hut  only  if  it  is 
not  more  sjiecifically  de.scrihed  hv  one 
of  the  other  nature  or  payment 
categories.  We  did  not  receive  any 
comments  on  the  definition  of 
charitable  contribution  and  intend  to 
finalize  it  as  jnopo.sed. 

(joniniant:  Many  commenters 
(juestioned  how  to  re])ort  payments  or 
other  transfers  of  value  for  when  a 
covered  recipient  (usually  a  physician) 
does  not  receive  a  payment  personally 
and  instead  the  payment  is  j)rovided  to 
a  charity.  In  these  situations,  the 
covenal  reci])ient  may  c)r  may  not 
choose  the  charity  and  may  he  waiving 
his  or  her  customary  fee. 

lieisponsu:  We  a))j)reciate  the 
comments  and  understand  these 
])ayments  or  other  transfers  of  value  can 
1)(!  complicated.  We  discu.ssed  general 
guidelines  for  reporting  payments 
through  another  c:overed  recijiient  in  the 
j)ayments  or  other  transfer  {)f  value 
.section  of  the  final  rule,  hut  will  provide 
additional  detail  in  this  section  for 
situations  when  a  payment  or  other 
transfer  of  value  is  directed  to  charity. 
We  believe  that  the  ‘‘charitable 
contrihution"  nature  of  payment 
category  shoidd  he  used  only  in 
situations  when  an  applicable 
mamdacturer  makes  a  paymeid  or  other 
transfer  of  value  to  a  charity  on  behalf 
of  a  covered  reci])ient  and  not  in 
excdiange  for  any  service  or  benefit.  For 
exami)le.  in  circumstances  where  a 
physician  provides  consulting  services 
to  an  applicable  manufactur(!r.  hut 
recpiests  that  his  jiayment  for  the 
.services  he  made  to  a  charity,  this 
would  not  he  a  charitable  contribution 
for  i)ur])o.ses  of  this  rule  because  the 
|)ayment  was  not  provided  hv  the 
apj)licahle  manufacturer  as  a  charitable 
c:ontrihution,  hut  rather  as  a  directed 
consulting  fee.  'I’his  payment  would  he 
rejjorted  as  a  consulting  fee  with  the 
physician  as  the  covered  recipient,  hut 
the  entity  paid  would  he  the  charity. 

Additionally,  we  note  that  in  the 
cases  of  teaching  hospital  covennl 
reci])ients  that  have  tax-exem])t  status 
under  the  Internal  Revenue  Code  of 
1980,  ])ayments  or  other  transfers  of 
value  made  to  these  organizations  (other 


than  ])ayments  or  other  transfers  of 
value  made  for  exjiected  .services  or 
hemdits,  such  as  consulting  services  or 
rental  of  space  in  a  hospital  for  an 
ev(!nt)  would  he  considered  and 
reportml  as  charitable  contributions  for 
]mr])oses  of  this  rule. 

(2)  Food  and  beverage 

When  reporting  food  and  beverage, 
we  |)roi)osed  that  in  group  .settings,  such 
as  tlu;  office  of  a  grou])  ])ractice,  where 
it  is  more  difficult  to  keep  track  of 
which  covered  recijjieids  actually 
partook  in  the  food  and  beverage 
j)rovided  by  an  aijplicahle 
manufacturer,  the  a])j)licahle 
manufacturer  should  rejjort  the  cost  j)er 
covered  recipient  receiving  the  meal 
even  if  the  covered  recipient  does  not 
actually  jjartake  of  the  meal. 

(jOinnwnt:  Numerous  commenters 
questioned  our  proposed  allocation 
m(!thod  for  food  and  beverage.  The 
majority  of  commenters  recommended 
that  we  revi.se  our  i)ropo.sed  allocation 
methodology,  hut  we  did  receive  some 
sup])ort  for  it.  Many  commenters 
recommended  various  ojitions  for 
dividing  the  cost  of  grouj)  meals; 
howev(!r,  there  wen;  some  common 
tluanes  in  the  recommendations,  'fhe 
majority  of  the.se  commentcas 
recommended  that  a])])licahlc! 
manufacturers  should  re|)ort  the  amount 
ha.sed  on  the  cost  ])er  participant 
(including,  for  example,  support  staff 
members  who  are  not  covenul 
nicipients),  rather  than  the  cost  per 
covered  reci])ient.  Many  c;ommenters 
also  stronglv  recommended  that  we 
should  not  attribute  meals  to  all  covered 
reci])ients  in  a  practice  because  it  may 
he  difficidt  for  ajiplicahle  manufacturers 
to  identify  all  the  physicians  within  a 
j)ractice,  and  this  methodology  could 
imjdicate  concerns  of  off-lahel 
marketing  in  large  multispecialty 
l)ractices.  These  commenters  sugge.sted 
that  the  cost  of  a  meal  shoidd  only  he 
attributed  to  physicians  who  actually 
partook  of  the  food.  They  suggested  that 
it  would  not  he  unduly  burdensome  to 
keep  track  of  which  jihysicians  actually 
participated  in  the  meal.  Some 
commenters  also  recommended  that 
CMS  allow  aj)])licahle  manufacturers 
Ilexihility  in  allocating  the  value  of 
meals  de])ending  ou  thinr  internal 
systems  or  that  the  value  should  h(; 
ha.sed  on  the  amount  actually  received. 
I'diially,  a  few  commenters 
recommended  that  CMS  jirovide 
covered  recipients  with  the  ojijiortunity 
to  “o])t-out"  of  interactions  with 
ap])licahle  manufacturers,  including 
meals,  and  attest  that  they  never  jiartake 
in  such  meals. 


Beyond  the  allocation  methoil,  we 
received  significant  support  for  our 
proposal  that  a})j)licahle  manufacturers 
do  not  need  to  report  any  offerings  of 
buffet  meals,  snacks  or  coffee  at  booths 
at  conferences  or  other  similar  events 
where  it  would  hi;  difficult  for 
applicalile  manufacturers  to  definitively 
establish  the  identities  of  the 
individuals  who  accept  the  offerings. 

1  lowever,  a  few  i;ommenters  also 
recommended  that  meals  that  are 
dropped  off  at  a  physician's  office 
should  also  he  excluded,  as  well  as 
meals  when  the  attendees  are  outside 
the  control  of  an  ajiiilicahle 
manufacturer. 

/ie.spon.se:  We  ajijireciate  the 
comments  and  under.stand  that 
reporting  payments  or  other  transfers  of 
value  that  fall  under  the  “food”  nature 
of  payment  i:ategorv  is  ipiite 
complicated,  both  in  terms  of 
calculating  the  value  of  the  payments 
and  determining  who  should  he 
reported  as  having  received  jiayments. 
We  believe  that  while  re])orting  the 
transactions  accurately  is  important, 
tracking  exactly  what  a  person  ate  or 
drank  may  not  he  practical  for  purpo.ses 
of  the  re|K)rting  r(!(|uirements.  U^e  have 
considered  how  to  improve  accuracy  in 
reporting,  while  ensuring  that  the 
reporting  reijuirmnimts  for  this  nature  of 
jiayment  are  not  overly  burdensome.  For 
meals  in  a  grouj)  .setting  (other  than 
buffet  meals  jirovided  at  conferences  or 
other  similar  large-scale  .settings),  we 
will  reijuire  ajijilicahle  manufacturers  to 
report  the  jier  person  cost  (not  the  ])er 
covered  recipient  cost)  of  the  food  or 
beverage  for  each  covered  recijiient  w  ho 
actuallv  partakos  in  tha  inaals  (that  is, 
actually  ate  or  drank  a  portion  of  the 
offerings).  In  other  words,  applicable 
manufacturers  should  divide  the  total 
value  of  the  food  jirovided  hv  the 
numher  of  jieojile  who  actually  ])artook 
in  the  food  and  beverage  including  both 
coverml  recijiients  and  non-covered 
recijhents  (such  as  support  .staff).  If  the 
per  jierson  cost  exceeds  the  minimum 
threshold  amount,  then  the  ajijilicahle 
manufacturer  must  rejiort  the  food  or 
beverage  as  a  payment  or  other  transfer 
of  value  for  each  covered  recijiient  who 
actuallv  i)artici|)ated  in  the  group  meal 
by  eating  or  drinking  a  food  or  beverage 
item.  For  example,  a  sales  representative 
brings  a  catered  lunch  costing  .SlO.'i  to 
a  l()-])hv.sician  grouj)  j)ractice.  Six  of  the 
ten  |)hv.sician.s  and  five  .su])])ort  staff 
j)articij)ate  in  the  meal.  Because  the 
meal  cost  .‘Sl.'j  ])er  ])articij)ant  (SlO.'j/ll 
])artici])ants  =  .Sl.'i),  the  meal  needs  to  he 
re])orted  for  the  0  |)hy.sician.s  who 
j)articij)ated  in  it.  Ilowever,  the  meal 
does  not  need  to  he  re])orted  for  the  4 
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other  physicians  in  the  groii])  who  did 
not  particij)ate  in  the  meal  (that  is,  did 
not  eat  or  drink  any  of  the  offerings). 
Additionally,  if  the  total  cost  of  the  meal 
was  Si  DO.  making  the  co.st  per 
participant  less  tlian  SK).  then  the  meal 
wonld  not  have  to  he  rciportecl  since  it 
was  below  the  minimum  threshold.  We 
decided  to  make  this  modification  to  the 
projjosed  rule  hecan.se  we  agree;  with 
commenters  that  for  the  purpos(;s  of  this 
rule  this  method  will  more  accurately 
reflect  the  actual  transaction,  and  will 
not  unfairly  attribute  a  payment  to  a 
l)hysician  who  did  not  ])artake  in  it. 
Additionally,  we  believe  this  ap])roach 
will  reduce  disputes  between  applicable 
manufacturers  and  physicians,  since 
food-related  payments  or  other  transfers 
of  value  will  not  be  attributed  to 
physicians  that  did  not  actually  receive 
them.  Finally,  this  method  does  not 
recpiire  the  reporting  of  meals  eaten  by 
support  staff,  for  the  pnr])o.ses  of  this 
reporting  r(;(iuirement.  However.  w(; 
recognize  that  in  other  contexts, 
transfers  of  value  to  a  physician's  office 
support  staff  (which  may  include  meals) 
may  constitute  transfers  of  value  to  the 
])hysician. 

While  we  appn;ciate  the  imi)ortance 
of  flexibility,  we  believe  that  we  need  to 
.set  out  the  attribution  methodology  in 
t)rder  to  ensure  as  much  consist(;ncy  as 
possible.  If  we  did  not  provide  a 
methodologv,  it  could  result  in  verv 
differ(;nt  amounts  t)t;ing  r(;])orting  across 
ajjplicahle  manufacturers  and  could 
lead  to  increased  dis])ntes  since  cover(;d 
recipients  wonld  not  know  how  a 
particular  applicable  manufacturer 
attributed  the  value  of  a  meal.  We 
lM;lieve  that  there  must  he  some 
consistency  across  applicable 
manufacturers  in  this  complicated  area, 
.so  we  have  finalized  the  position  that 
applicable  manufacturers  must  report 
the  cost  ])er  participant  for  cuv(;red 
recipients  in  attendanc:e. 

Regarding  meals  that  are  dropj)ed  off 
at  a  covered  recipient’s  office  (for 
example,  bv  a  sales  re])resentative)  and 
other  meals  where  the  att(;ndees  are  not 
controlled  or  selected  by  the  applicable 
manufacturer,  we  believe  that  these 
situations  nevertheless  constitute 
payments  or  other  transfers  of  value  to 
a  cover(;d  rei:ipi(;nt.  so  thev  must  lx; 
reported.  Applicable  manufacturers  are 
re.sj)onsible  for  keej)ing  track  of  food 
and  beverages  provided  to  covered 
recijjients  and  must  u.se  the  same 
attribution  method  for  all  meals  as 
described  ])reviously  regardless  of 
whether  the  manufacturer’s 
repre.sentative  remained  in  the  office  for 
the  entire  meal. 

We  akso  ajjpreciate  the  comments 
n;garding  allowing  covered  recipients 


the  opportunity  to  opt-out  from 
rec(;iving  meals;  how(;ver.  we  h(;lieve 
that  this  would  be  o])(;rationally 
difficult  for  (iM.S.  We  would  need  to 
track  the  covered  recipients  and  would 
have;  to  develop  a  method  of  arbitration 
if  an  applicable  manufactun;!'  r(;ports  a 
meal  for  a  physician  who  has  opted-ont. 
We  h(;lieve  that  cover(;d  r(;cipients  who 
do  not  want  to  r(;c(;ive  meals  simply 
shoidd  make  clear  to  api)lical)l(; 
manufacturers  that  they  do  not  acce])t 
them.  The  finalized  methodology  will 
no  longer  attribute  meals  to  |)hysicians 
who  do  not  attend  the  meal,  .so  a 
])hysician  who  does  not  want  to  receive 
meals  should  not  attend  or  acce])t  them. 

Finally,  we  appreciate  the  support 
regarding  offerings  of  buffet  meals, 
snacks,  or  coffee  at  conferences  or  oth(;r 
large-scale  events  where  it  would  be 
difficult  for  applicable  manufacturers  to 
definitively  establish  the  identities  of 
the  physicians  who  j)artake  in  the  food 
or  bev(;rag(;.  Accordingly,  wt;  hav(; 
finaliz(;d  that  food  and  beverage 
])rovided  at  conferences  in  .settings 
where  it  would  be  difficult  to  establish 
tin;  identities  of  people  ]jartaking  in  tin; 
food  do  not  ne(;d  to  he  r(;ported.  This 
applies  to  situations  when  an  a])|)licat)le 
manufactun;!’  provid(;s  a  large  buffet 
meal,  snacks  or  cofie(;  which  are  mad(; 
availahh;  to  all  conlerence  att(;nde(;.s  and 
where  it  wonld  lx;  difficult  to  establish 
the  identities  of  the  ])hysicians  who 
partook  in  the  meal  or  snack.  Wi;  do  not 
intend  this  to  apply  to  m(;als  provided 
to  .select  individual  attendees  at  a 
conference  where  the  sponsoring 
aj)i)licahle  manufacturer  can  establish 
identity  of  the  attendees. 

(3)  Direct  (Compensation  for  Serving  as 
cl  Faculty  or  as  a  Sp(;aker  for  a  Medical 
Education  Program 

In  the  proposed  rule,  we  interpreted 
this  category  broadly  to  encompass  all 
instances  in  which  applicahh; 
manufacturers  pay  physicians  to  serve 
as  speakers,  and  not  just  those  situations 
involving  “medical  education 
jnograms.’’  We  acknowl(;dged  that  this 
interpretation  d(x;s  not  allow  for 
differentiation  between  continuing 
education  accredited  sjieaking 
engagements,  and  all  other  s])eaking 
engagements. 

Coinnwnt:  Many  comm(;nts  addressed 
our  propo.sed  interjiretation  of  this 
category,  particularly  regarding  its 
r(;lation.ship  to  accredited  and/or 
certified  continuing  medical  and  dental 
education. 

A  few  commenters  supjiorted  onr 
inter|)retation  to  include  all  speaking 
engag(;ment.s  in  one  category;  however, 
numerous  others  were  concerned  about 
payments  for  accredited  aml/or  certified 


continuing  education-related  sjieaking 
engagements  and  recommendixl  that 
they  he  treated  differently  than 
unaccredited  and/or  certified 
continuing  education  speaking 
engag(;m(;nts.  Many  of  these 
comm(;nter.s  provided  significant 
background  information  on  accr(;dited 
and  certified  continuing  education. 
Accr(;dited  (icintinuing  Medical 
Education  ((iME)  r(;fer.s  to  (iME 
activiti(;s  that  have  been  !ieem(;d  to  meet 
the  reciuirements  and  standards  of  a 
CiME  accr(;diting  body,  as  authorized  by 
tin;  Accreditation  (iouncil  for 
(iontinuing  Medical  Education 
(ACCME).  Certified  CME  refers  to  CME 
activities  that  carry  credit  offered  by  the 
grantors  of  CiME  credit  (the  American 
O.steopathic  Association  (AOA),  the 
American  Academy  of  Family 
Physicians  (AAFP),  and  the  American 
Medical  Association  (AMA)). 

Ciontinuing  dental  education  is  similarly 
accredited  through  the  American  Dental 
Association’s  Ciontinuing  Education 
Recognition  Program  (ADA  CERP). 

Thesi;  commenters  explained  that 
accn;dited  and  certified  continuing 
(;ducation  s|)eaker  payments  will 
gem;rally  not  lx;  made  dir(;ctly  by  an 
applicable  manufacturer  to  a  covered 
reci])i(;nt.  as  this  category  .sugg(;sts,  dm; 
to  the  acc,r(;ditation  re(]uirements.  .Some 
commenters  suggested  that  these  he 
reportixl  in  anoth(;r  "indirect”  s])(;aking 
(;ng;!gement  cat(;gory.  Cx)nv(;rsely,  other 
commenters  recommend(;d  that  this 
category  he  limited  to  accr(;dited  and 
certified  continuing  education 
payments,  and  that  comjjensation  for 
other  .sj)eaking  engagements  should  be 
described  by  other  natures  or  ])ayments. 

RasjMnsa:  We  appreciate  the 
comments  and  agree  that  it  is  imjjortant 
that  CMS  clarify  this  category.  We 
understand  the  importance  of 
continuing  medical  education  and 
discuss  the  requirements  for  reporting  it 
generally  in  .section  Il.B.l.k.  of  the  final 
rub;,  dedicated  to  indirect  payments  or 
oth(;r  transfers  of  vahu;.  We  agree  that 
given  the  title  of  this  nature  of  payment 
category,  which  was  set  out  in  the 
.statute  itself,  it  should  not  include 
compensation  for  accredited  or  certified 
continuing  education  ])avments. 
However,  we  do  not  believe  that  all 
payments  to  ])hy.sician.s  for  serving  as 
speakers  at  an  accreditixl  or  certified 
continuing  education  program  should 
lx;  granted  a  blanket  (;xclusion  (as 
discusscxl  in  the  indirect  ])ayment 
section),  so  we  have  added  an 
additional  nature  of  jKiyment  category 
for  .serving  as  a  faculty  or  .sj)eaker  at  an 
accredited  or  certified  exmtinuing 
education  event,  at  §  4()3.904(e)(2)(xv). 
This  cat(;gory,  named  “compensation  for 
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serving  as  faculty  or  as  a  speaker  for  an 
accredited  or  certified  continuing 
(;ducation  event,”  includes  all 
accredited  or  certified  continuing 
(ulucation  payments  that  are  not 
excluded  by  the  conditions  set  forth  in 
§ 4()3.‘)()4(g)(l  )(i)  through  (iii),  and 
further  discussed  in  section  Il.Il.l.k.  of 
this  final  rule.  Additionally,  we  also 
renamed  the  category  for  direct 
com])ensation  to  include  sj)eaking 
engagements  at  unacf;redit(!d  and  non- 
certified  continuing  education  events  at 
S4{)3.904(e)(xiv).  VVe  recognize  that  not 
all  payments  or  other  transfers  of  value 
related  to  unaccredited  and  non- 
certified  continuing  education  will  hi; 
])rovided  directly.  Therefore,  we  retitled 
the  category  as  “i;omjjensation  for 
.serving  as  a  faculty  or  as  a  s])eaker  for 
an  unaccredited  and  non-certified 
continuing  education  program.”  This 
renamed  category  includes  all  other 
Instances  when  an  applicable 
manufacturer  jjrovides  compen.sation  to 
a  cover(;d  reci])ient  for  serving  as  a 
s])eaker  or  faculty  at  an  unaccredited 
and  non-certified  education  event, 
regardless  of  whether  the  ])ayment  was 
])rovided  directly  or  indirectly.  Finally, 
the  nature  of  payment  category  for 
“compensation  for  services  other  than 
consulting”  at  §4()3.9()4(e)(2)(ii)  now 
explicitly  includes  payments  or  other 
transfers  of  value  for  sjjeaking 
engagements  that  are  not  for  continuing 
(;ducation. 

VVe  h(;lieve  this  re])orting  strategy 
a|5|)ropriately  separates  accredited  and 
certified  continuing  education  from 
unaccredited  and  non-certified 
continuing  education,  so  that  consumers 
can  better  understand  the  nature  of  the 
payment  received  by  a  covered 
recipient.  Accredited  and  certified 
continuing  education  that  complies 
with  ajjplicable  standards  of  the 
accrediting  and  certifying  entities 
generally  includes  safeguards  designed 
to  reduce  industry  influ(;nce,  so  we 
believe  that,  when  re])ortal)le  (that  is. 
when  the  j)ayments  or  transfers  of  value 
do  not  meet  the  conditions  delineated  at 
§4()3.n()4(g](l](i)  through  (iii)), 

])avments  or  transfers  of  value  made  to 
support  accredited  and  certified 
continuing  medical  education  shoidd 
remain  in  a  distinct  category  from 
unaccredited  or  non-c(;rtified 
continuing  education.  We  also  believe 
that  educational  speaking  engagements 
.should  be  separated  from  all  other 
sj)eaking  engagements,  jiromotional  or 
otherwi.se,  to  have  se])arated  them 
appropriately.  Finally,  we  believe  the 
renaming  of  the  statutory  nature  of 
payment  category  for  “direct 
comjjensation  for  serving  as  a  faculty  or 


as  a  sj)eaker  for  a  medical  education 
])ri)gram”  to  include  indirect 
compen.sation  as  well,  ])rovides 
a])])licahle  manufacturers  flexibility  to 
describe  payments  or  other  transfers  of 
value  more  accnratelv. 

(4)  Other 

In  the  ])ropos(;d  rule,  we  added  a 
nature  of  ])ayment  category,  titled 
“other,”  to  S(;rve  as  a  catch  all  for 
])ayments  or  other  transfers  of  value  that 
do  not  fit  into  one  of  the  listed  natures 
of  payment. 

Comment:  Many  commenters 
recommended  that  ('.MS  remove  the 
pro])osed  additional  nature  of  payment 
category  “other.” 

Resijonse:  VVe  aj)preciate  the 
comments  and  agree  that  an  “other” 
category  could  dilute  the  usefulness  of 
the  nature  of  payment  categories. 
Therefore,  the  final  rule  omits  “other” 
category  from  the  nature  of  payment 
categories  at  §  4()3.‘M)4(e).  However,  all 
])ayments  or  transfers  of  value  from 
a])])licable  manufacturers  to  covered 
recii)ients  (other  than  those  excluded 
under  section  1 1 28(i(e)(l  0)  of  the  Act) 
must  be  re])orted.  Any  ])ayment.s  or 
transfers  of  value  that  an;  not 
s])ecifically  excluded,  must  he  re])orted 
and  de.scril)(;d  based  on  the  nature  of 
])ayment  categories  included  in  the  final 
rule.  Aj)j)licable  manufacturers  are 
reipured  to  report  each  payment  under 
the  nature  of  payment  categorv  that 
most  clo.sely  de.scribes  the  payment:  the 
ah.sence  of  a  nature  of  payment  categorv 
that  clo.sely  de.scribes  the  pavment  does 
not  constituti;  a  basis  for  not  rej)orting 
an  otherwise  reportable  payment  or 
other  transfer  of  value.  Failure  to  report 
such  a  j)ayment  may  result  in  the 
imposition  of  a  civil  monetary  penalty 
on  the  a])])licahle  manufacturer. 

(5)  f)ther  Nature  of  Payment  Ciategories 

Although  we  did  not  address  these 
categories  in  the  projjosed  rule,  we 
received  comments  requesting 
additional  information  on  the.se 
cat(;gorie.s  and  what  CMS  intends  them 
to  include.  In  the  following  sections,  we 
have  ])rovided  additional  guidance  on 
how  we  intei'iiret  the  catiigories.  Once 
again,  this  is  not  intended  to  define  the 
categories,  hut  rather  to  provide 
additional  information  for  ajjplicable 
manufacturers  when  considering  the 
categories. 

(A)  Consulting  Fees 

'I’his  category  is  intended  to  include 
fees  jjaid  by  an  ajjjjlicable  manufacturer 
to  a  covered  recijjient  for  services 
traditionally  viewed  as  consulting 
services.  While  we  believi;  there  is 
likely  variation,  we  believe  that 


consulting  services  are  tyjjically 
jjrovided  under  a  written  agreement  and 
in  resjjonse  to  a  legitimate  need  by  the 
a|)|)licahle  manufacturer.  Similarly,  we 
believe  there  is  often  a  connection 
l)(;tween  the  comjjetence  of  the  covered 
recijjient  jiaid  and  the  jjurjjose  of  the 
arrangement,  as  well  as  a  reasonable 
number  of  individuals  hired  to  achieve 
the  intended  |)ur|)o.se. 

(H)  Compen.sation  for  Services  Other 
than  (Consulting 

This  category  is  intended  to  cajjture 
comjjensation  for  activities  or  .services 
that  are  not  traditionally  considered 
consulting  services,  hut  are  jjrovided  bv 
a  covered  recijiient  to  an  ajjjjlicahle 
manufacturer.  As  di.scus.sed  in  the 
.section  on  direct  coinjjensation  for 
serving  as  a  faculty  or  as  a  sjjeaker  for 
a  medical  education  jjrogram,  this 
category  should  include  jjayments  or 
oth(;r  transfers  of  value  for  s])i;aking 
engagements  that  are  not  related  to 
continuing  education,  .such  as 
jjromotional  or  marketing  activities. 

(C)  Honoraria 

We  believe  this  categorv  is  similar  to 
“comjjensation  for  services  other  than 
consulting.”  However,  honoraria  an; 
distinguishable  in  that  they  are 
general Iv  jjrovided  for  .servic(;.s  for 
which  custom  jjrohibits  a  jjrice  from 
h(;ing  .set. 

(D)  (hit 

This  categorv  is  a  general  categorv. 
which  will  often  include  anything 
jjrovided  to  a  covered  recijjient  that 
does  not  fit  into  another  categorv.  For 
examjjle.  the  jjrovision  of  .small  trinkets 
(above  the  minimum  threshold)  would 
need  to  be  rejjorted  as  a  “gift”  since 
they  are  not  included  in  any  other 
categorv.  However,  jjrovision  of  tickets 
to  a  jjrofessional  sjjorting  event  should 
not  be  rejjorted  as  a  “gift”  since  this 
transaction  is  better  de.scribed  by  the 
nature  of  jjavment  categorv 
“entertainment”  even  if  the  jjrovision  of 
the  tickets  was  a  gift. 

(E)  Entertainment 

h'his  categorv  is  intended  to  include, 
hut  is  not  limited  to.  attendance  at 
recreational,  cultural,  sjjorting  or  other 
events  that  would  generally  have  a  cost. 

(F)  Travel  and  Lodging 

This  categorv  includes  travel, 
including  any  means  of  transjjortation, 
as  well  as  lodging.  As  required  in 
section  1 128(i(<i)(l)(A)(vi)(VlI)  of  the 
Act,  the  destination,  including  (hty. 
State  and  country  mu.st  he  rejjorted. 
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(G)  Education 

We  believe  this  category  generally 
incliul(!S  j)ayinenls  or  transfers  of  value 
for  classes,  activities.  j)rograins  or 
events  that  involve  the  imparting  or 
acquiring  of  particular  knowhidge  or 
skills,  such  as  those  used  for  a 
j)rofe.ssit)n.  As  slated  in  the  .section  on 
indirect  payments  or  other  transfers  of 
value,  we  do  not  intend  to  capture  the 
n//e;jf/ee.s  at  accrerlited  or  certified 
continuing  (ulucalion  events  who.se  fees 
have  heiai  suhsidizcul  through  theCiME 
organization  by  an  applicable 
manufacturer  (as  opposed  to  i)ayments 
for  speakers  at  such  events):  however, 
we  believe  that  any  travel  or  meals 
provided  by  an  applicable  manufacturer 
to  sjjeciiuHl  coveretl  recipients 
associated  with  these  events  mu.st  he 
nqiortcHl  under  the  apj)roj)riate  nature  of 
payment  categories. 

(H)  Royalty  or  License 

'I’lns  category  includes,  but  is  not 
limited  to.  the  right  to  use  patents, 
copyrights,  other  intellectual  pro])ertv 
and  trade  secrets,  including  methods 
and  processes.  We  believe;  this  mav  be 
pursuant  to  a  written  agreement  and 
could  entail  various  })aymen1  .schedides 
(such  as  schedul(;d  or  milestones 
methods).  Applicable;  manufae:ture;rs 
may  re;|)e)rt  teetal  aggre;gate;el  payme;nt 
ameeunts  ie)r  p<ivme;nts  maele;  unele;r  <i 
single;  agre;e;me;nt.  in  oreie;r  te;  e;e)nse)lielale 
re;pe)rling. 

(I)  (airre;nt  e)r  I^re).spe;ctive;  Ownership  eir 
Inve;stme;nt  lnte;re;sts 

We;  be;lie;ve  this  e:ate;gorv  inedueles 
e)wner.ship  e)r  investment  intere.sts 
currently  helei  by  the  e:e)ve;rt;el  re;e:ij)ie;nt. 
as  well  as  e)wne;rship  intere;.sts  e)r 
inve;stme;nt  that  the  e:overe;el  re;e:i|)ient 
has  ne)t  yet  exerenseel.  De;tails  on  e;urre;nt 
eewnership  or  investment  intere.sts  is 
elise:usse;d  in  the;  .se;e:tie)n  e)f  the  final  rule 
de;elie;ate;el  te;  rejjorting  envne;r.ship  or 
inve;stment  intere;.sts  e)f  physicians. 

0)  Grant 

This  e;ate;ge)ry  ge;ne;rally  re;fe;r.s  te; 
payments  to  ce)ve;re;el  re;e:ij)ie;nts  in 
.snj)j)e)rt  e)f  a  sj)e;e:ifie;  e:au.se;  eer  ae:tivity. 

(ti)  Nature;  e)f  l^ivment  Gate;ge)rie;.s 

Base;el  e)n  the  e:e)mme;nts.  anei  the 
e)ise;u.ssie)n  anel  justifie:atie)ns  inedueleel 
in  this  .se;e:tie)n.  we;  will  alle)w  a|)plie;ahle; 
manufae;lure;rs  te;  re;|)e)rt  the;  fe)lie)wing 
e:ate;ge)rie;.s  in  the;  nature;  e)f  pavmenl  fielel 
te)  ele;.se;rihe;  j)ayme;nts  eer  eether  transfers 
e)f  value.  Howeve;r.  as  slate;el  jn’e;vie)usly. 
all  ])ayme;nts  e)r  eether  tninsfeers  e)f  value 
mu.st  he;  re;pe)rte;el.  einle;s.s  exclueleel,  e;ve;n 
if  the;y  elo  ne)t  e;xj)lie:itlv  fit  into  one  eef 
the;  e)utline;el  nature;  e)f  ])ayme;nt 
e:ate;ge)rie;s.  Applie:able;  manufae:ture;r.s 


must  se;le;e:l  the  nature;  e)f  jjayment 
e:ate;ge)ry  that  best  ele;.se:ril)e;s  the;  jjayment 
e)r  eelher  trimsfe;r  e)f  value.  'I'he;  nature;  eef 
payment  e;ate;ge)rie;s  in  the;  final  rule;  ;ire; 
as  fe)lle)ws: 

•  (iejiisidting  fee;. 

•  (;e)mpe;nsatie)n  fe)r  se;rvie:e;s  e)ther 
thcin  e:e)nsulting.  ine:lueling  .se;rving  as 
iae;idty  e)r  iis  a  .spe;!ike;r  at  an  e;ve;nt  e)the;r 
than  a  e:e)nlinuing  e;elue:atie)n  pre)gram. 

•  I  le)ne)r:nia. 

•  (hit. 

•  Ente;rl<iinme;nt. 

•  Feeeeel  anel  l)e;ve;rage;. 

•  Tnevel  anel  heelging  (ine:lueling  the; 
.spe;e:ifie;el  ele;st illations). 

•  Eelueiatiem. 

•  Re;.se;are;h. 

•  Gharitahle;  e.emtrihutiem. 

•  Reiyalty  or  lie:e;n.se;. 

•  Current  eir  |)re)S})e;e:live;  eiwnershi]) 
eir  inve;,stme;nt  interest. 

•  Geimiiensatiem  feir  se;rving  as  tae:nltv 
or  as  a  s])e;ake;r  feir  an  uncie:e:re;elite;el  anel 
nem-e;e;rtifie;el  e:e)ntinuing  eelue-.ation 
preigram. 

•  (A)m]K;n.satie)n  feir  se;rving  as  fae:ulty 
eir  as  ei  speake;r  feir  an  ae;e:re;elile;el  eir 
e:e;rtifie;el  continuing  e;elue:atiein  preigram. 

•  Grant. 

•  S]i;ie:e;  rental  eir  faealitv  fees. 

(7)  As.sum|itieins  Deie;ume;nt 

In  eireleir  tei  meiniteir  heiw  aii]ilie;alile; 
manufae:lnre;rs  were;  e:lassifving 
payments  eir  either  transfer  eif  value;,  we; 
preijiei.seel  that  applie:ahle;  manufae:ture;r.s 
e:eiulei  submit  aleing  with  their  elata  a 
eieieanne;nt  ele.seaihing  the  a.ssumptieins 
use;el  when  e;ate;geirizing  the;  natures  eif 
|iayme;nts.  We;  ]ireipeise;el  that  sulimi.ssiein 
eif  the;  a.ssumptieins  eleie:ume;nt  weiulel  he 
veihmtary  anel  weiulel  neit  be  maele; 
jiuhlie:.  We;  i;x]ilaine;d  that  the 
eleieannents  eaiulel  aiel  the;  agene:v  in 
offering  further  guielane:e;  tei  a]iplie;alile 
manufacturers  reigareling  heiw  natures  eif 
payment  sheiulel  he;  classifieel. 

Coinnwnt:  A  few  e;omme;nters 
eiuestioneel  the;  (iMS  jireijieisal  tei  allow 
applie;ahle  manufae:ture;rs  to  submit  an 
a.ssumjitions  eleieaimeait  in  oreler  to 
ensure;  e;einsiste;ne:y  in  the:  re;]iorting  anel 
se:le;e:tiein  of  e:ate;geirie;.s.  Manv  eif  theise; 
e;eimmente;rs  sujipeirteel  the;  sulimi.ssiein 
of  the;  assumptions  eleie;ume;nt:  heiwever. 
the;  e:eimme;nte;rs  varie;el  as  to  whether  the; 
a.ssnmptieins  eleie:ume;nts  shendel  he; 
manelateiry.  Seime;  e;einnne:nte;rs 
re;e:einnne;nele;el  that  it  be  manelateiry. 
while;  eithers  siqipeirteel  that  it  be 
veihmtary.  Aelelitieinally.  the; 
e:eimme;nte;rs  alsei  heith  suppeirteei  iinel 
eqipeiseel  the;  ]irei]ieisal  neit  tei  make:  the; 
assumptieins  eieieanne;nt  pulilie:.  A  fe;w 
e;einnne;nte;rs  e;x]ires.se;el  that  the; 
a.ssumptieins  eleieaimeints  sheiulel  neit  he; 
jiuhli.slieel  on  the;  pulilie;  We;li  site  anei 
sheiulel  alsei  neit  he;  subje;e;t  to  a  Fre;e;eleim 


eif  Infeirmatiein  Ae;t  (FOIA)  re:epie;st. 
Ceinve;rse;ly.  either  e:eimme;nte;rs 
re;e:eimme;nele;el  that  eiven  if  the; 
assumptieins  eleie;ume;nts  were;  neit  maele; 
pulilie:.  they  sheiulel  he  available  tei 
e:eive:re;el  re;e:ipie;nts  iqiein  reiepiest  tei  he;lp 
mitigate;  elisi)ute;.s. 

Beyeinel  the;  pulilie:iitiein  eif  the; 
iissmnptieins  eleie;ume;nt.  seime; 
e;eimmente;rs  eli.se:usse;el  the;  e;xpe;e:le;el 
e:einte;nt  feir  the;  iissumptieins  eleie:ument. 
as  well  iis  heiw  CMS  intenels  tei  ii.se  the; 
eleie:ume;nt.s.  Re;garellng  the;  e:einte;nt  eif  the; 
assumptieins  eleieannent.  a  fe;w 
e:einnnente;rs  re;e;ommenele:el  that 
applie:ahle  manufae:ture;rs  may  ine;hiele; 
either  reporting  a.ssumjitions  anel 
methoeleileigies.  he;yeinel  neitureis  of 
jiayment.  sue:h  eis  ele;termining  whether 
an  inte;rae;tion  e:ein.stitute;s  a  jiayment  or 
either  transfer  eif  value.  Other 
ceimmenters  re;e:eimmenele;ei  that  CMS 
e;re;ate;  its  eiwn  assumjitieins  eleie:ume;nt 
for  ajijilie:alile;  manufae:ture;rs  tei  u.se; 
wheai  e;harae:te;rizing  jiayments  or  other 
tninsfers  eif  value.  Finally,  a  fe;w 
e:eimme;nte;rs  re;e;einnne;nele;el  that  CMS 
e:larify  thiit  it  intemels  to  review  the; 
sulimitte;el  assumjitieins  eleie:ume;nts  anel 
eleieis  neit  jilan  tei  use;  them  feir  jiurjieiseis 
eif  jireise;e:utiein  feir  failure;  tei  rejieirt. 

lU^sponso:  We;  ajijire;e;iate;  the; 
e:eimme;nts.  anel  given  the;  sujijieirt  feir  the; 
assumjitieins  eleie:ume;nt,  we;  are; 
finalizing  the;  veiluntiiry  suhmissiein  eif 
ill!  assumjitieins  eleie:ume;nt  in  this  final 
rede.  As  elise:u.sse;el  in  the;  se;e;tiein  eif  the; 
jire;amlile;  to  this  final  ride;  ein  jiayments 
or  either  transfers  eif  value;  (.se;e:tiein 
II.B.I.F.  eif  this  final  rule).  ajijilie:alile; 
manufae.turers  may  ine:luele;  in  the; 
assmnjitions  eloe:ume;nt  a.ssumjitions 
iinel  meitheieloleigies  either  than  einly 
tho.se  emjileiyed  when  classifying  nature; 
of  Jiayment  e:ategeirie;s.  Furtheirmore, 
ajijilie;alile;  GPOs  rejiorting  uneler  se;e;tiein 
1128G(a)(2)  of  the  Ae:t  may  also  submit 
an  assumptions  eloe:ument.  The 
assumjitieins  eleie;ume;nt  may  iiu;luele  the; 
ajijilie;alile;  CFO's  assumjitieins  when 
e:ate;geirizing  nature  of  payment 
e;ate;geirie;s  feir  any  infeirmatiein  sulimitteel 
ein  Jiayments  or  either  transfers  eif  value; 
jireivieleel  to  jihysie;ian  eiwne;rs  eir 
investeirs  (as  re;ejuire;el  in  seictiein 
n28G(a)(2)((d  of  the;  Ae:t)  eir  any  eithe;r 
assumjitieins  or  me;theieloleigie;s  the; 
ajijilie;alile  GFO  wi.she;s  to  ineiluele. 

After  review  eif  the;  e:eimme;nts.  we; 
exintinue  tei  he;lie;ve;  that  sulimi.ssiein  eif 
the;  assumjitieins  eleie;ume;nt  sheiulel  be; 
veiluntary  anel  that  the  e:einte;nts  eif  the; 
iissumjitieins  eleie'.nments  sulimitteel 
sheiulel  not  he  maele;  jinlilie:.  We;  believe 
that  they  will  likely  e;eintain  signifie:ant 
eietaileel  infeirmatiein.  whie:h  will  neit 
ne;e:e;.ssarily  he;  e;einsume;r  frienelly.  so  it 
e:eiulel  be  eiverwhelming  on  the  jiulilic 
Well  site.  We;  e;ne;eiurage  ajiplicalile 
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inanufaclurers  to  be  as  clear  and  specific 
as  possil)le  with  regard  to  the 
information  siihmitt(!d  within  the 
assumptions  docinmmt.  If  a  statement 
within  the  assumptions  document 
jMii  tains  to  a  ])articular  section  of  tlu; 
report,  applicable  manufacturers  sliould 
ex])licitly  refer  to  that  section  in  the 
assumptions  document.  Additionallv, 
we  do  not  l)elieve  that  we  should 
provide  the  assnm])tions  docimumts  to 
covered  reci])ients.  This  would  lx; 
difficult  for  the  agency  to  track  and 
would  greatly  reduce  the  confidentiality 
of  the  documents.  Applicable 
manufacturers  may  provide  their 
assumptions  (h)cument  to  covenul 
recipients  upon  the  recpie.st  of  covered 
recipients  independently  from  (iMS.  To 
the  extent  an  assumptions  document  is 
recpiested  under  the  FOIA,  we  would 
follow  our  predisclosure  notification 
])rocedures  at  4.'5  CFR  5.(i.'5(d)  and  se(!k 
the  submitter’s  input  on  the 
ajjjjlicahility  of  FOIA  Exemption  4, 
which  protects  trade  secrets  and 
commercial  or  financial  information 
that  is  obtained  from  a  ])er.son  and  is 
j)rivileged  or  confidential. 

The  agency  intends  to  carefully 
review  the  assumptions  documents  to 
determine  whetlun'  we  need  to  |)nhlish 
mon;  (hdailed  guidance  to  assi.st 
a])plicahl(;  manufacturers  in  cla.ssifving 
the  nature  of  j)ayment  categories,  or 
other  assinujjtions  or  methodologies 
included  in  the  assumptions  document. 
Additionally,  we  intcmd  to  |)rovide 
assistance  to  api)licahle  manufacturers 
to  help  classify  pavments  or  other 
transfers  of  value  and  hope  that  such 
guidance  will  he;  u.seful.  Finallv,  we  do 
not  intend  to  use  the  assumptions 
document  for  prosecution,  hut 
acknowledge  that  the  rejjorting  based  on 
the  a.ssumptions  would  he  open  to 
pro.secution.  Other  HHS  divisions,  the 
Department  of  Justice  (DOJ),  or  the 
Office  of  the  Ins])ector  General  (OIG) 
could  request  access  to  the  documents 
as  ])art  of  an  audit  or  investigation  into 
an  ajiplicahle  manufacturer  or 
ai)plicable  GPO. 

i.  R(;search 

VVe  received  umueroiis  comments  on 
our  ])roposed  methods  for  reporting  and 
presenting  research-related  payments. 
\Ve  recognize  that  re])orting  j)ayments  or 
otluir  transfers  of  x  alue  for  res(;arch 
activities  is  extremely  complicated, 
since  many  research  activities  inedude 
large  ])ayment  amounts  which  are 
spread  across  numerous  activities  and 
parties,  and  acknowledge  that  our 
]u'oposed  method  did  not  fully  address 
this  com])lexity.  We  understand  the 
need  for  a  simple  and  clear  reporting 
ju'oeess,  which  allows  the  agency  to 


accuratedy  pres(!nt  nxsearch  payments  to 
consumers.  VVe  a])pr(!ciate  the 
comments  and  have  revised  the  sv.stem 
to  try  to  inqji'ove  the  process  and  ensure 
that  the  re.search  is  re])orted  in  a  manner 
that  most  accurately  (hiscrihes  the 
research  relationship.  A  summarv  of  the 
comments  and  our  finalized  ])rocess  an; 
outlined  in  this  section. 

(1)  Sco])e  of  Research 

In  the  projjo.sed  rule,  we  ])ro])osed  to 
limit  the  research  category  to  houa  fide 
research  activities,  inchuliug  clinical 
investigations  that  are  subject  to  a 
written  agrecuueut  or  contract  between 
the  applicable  manufacturer  and  the 
organization  conducting  the  r(;.search 
(ind  a  research  protocol.  VVe  ha.sed  this 
criteria  on  the  method  used  to  identify 
payments  eligible  for  delayed 
j)ul)lication. 

(Jonuiwnt:  VVe  receivetl  a  numher  of 
sugge.stions  from  commenters  about 
which  types  of  research  payments 
should  he  re])ortal)le.  Many  commenters 
niconunemled  including  a  definition  of 
research  and  suggested  manv  different 
definitions.  Additionallv,  .some 
commenters  recommended  that  CiMS 
])rovide  information  on  what  constitutes 
a  r(;search  ])rotocol  or  written 
agreenumt.  These  commenters  stated 
that  not  all  research  has  a  “research 
j)rotoc:ol"  and  recommended  that  the 
agency  inter])ret  tin;  term  broadly  or  not 
re(]uir(!  that  one  exist  in  order  for  a 
l)ayment  to  he  described  as  research.  For 
examjde,  clinical  research  for  devices  is 
often  different  from  clinical  drug 
res(!arch  and  does  not  reepure  a  research 
protoc;ol.  Finally,  many  commenters 
recommended  that  GMS  exclude  certain 
research-i'fdated  payments  from  the 
re])ortiug  requirements  altogether,  such 
as  jjaymeuts  related  to  pre-cliuical 
research,  indirect  research,  or  research 
by  Principal  Investigators  (PI)  not 
practicing  medicine,  due  to  the 
importance  of  research-related 
relationships  in  developing  new 
treatments  and  products. 

Additionally,  a  few  comments 
addres.sed  how  to  handle  pavments  that 
could  conceivably  he  related  to 
re.search,  hut  do  not  meet  the  (hTinition 
of  res(!arch.  In  the  ])roposed  rule,  we 
solicited  comments  on  the  ]uefeiTed 
method  for  the.se  payments  and  the 
comments  were  mixed.  Some 
recommended  that  CiMS  create  another 
natuix!  of  payment  category  for  the.se 
])ayment.s  (such  as  one  titled  “other 
research’’):  others  rec:ommended  that 
CMS  recpiire  ap])lical)le  manufacturers 
to  report  the  ])ayment  iu  another 
category. 

Rasponsu:  VVe  appreciate  the 
commeuts  and  agree  tliat  we  should 


provide  additional  information  and 
clarification  about  what  constitutes 
ui.search  and  what  research-related 
payments  must  he  reported.  Based  ou 
suggestions  iu  the  comments  received, 
we  have  decided  to  define  research 
ha.sed  ou  the  Public  I  hnilth  Service  Act 
definition  of  research  in  42  (iFR  .'>(). (i()3; 
this  definition  defines  research  as:  “a 
systematic  investigation  designed  to 
devedo])  or  contribute  to  generalizahle 
knowledge  relating  broadly  to  public 
health,  iiicludiug  behavioral  and  .social- 
sciences  re.search.  This  term 
encompasses  basic  and  appli(;d  re.search 
and  ])roduct  development.’’  VVe  believe 
this  definition  includes  pre-cliuical 
nxsearch  and  FDA  Phases  I-IV  re.search, 
as  well  as  investigator-initiated 
inve.stigations.  We  have  finalized  that 
jjayments  re])orted  as  re.search  should 
he  made  iu  couuectiou  with  an  activity 
that  meets  the  definition.  In  addition, 
we  agree  that  requiring  both  a  written 
agr(!ement  or  contract  and  a  nisearch 
protocol  is  limiting  for  some  types 
research,  so  we  are  finalizing  that  if  a 
payment  falls  witliin  the  nature  of 
payment  category  for  research,  it  onlv 
needs  to  he  subject  to  a  written 
agreement  or  contract  ora  re.search 
j)rotocol.  This  may  include  an  unbroken 
chain  of  agreements  (instead  of  a  single 
agreement  between  the  aj)plical)le 
manufacturer  and  the  covcired  recipient) 
which  link  the  ap])licahle  manufacturer 
with  the  covered  recipient  because  we 
under.stand  that  many  applicable 
manufacturers  use  other  entities  such  as 
contract  re.search  organizations  (GROs) 
(as  defined  in  21  (iFR  312.3(h)).  or  site 
management  organizations  (SMOs)  to 
manage  their  clinical  research  activities. 
For  example.  agn;ement.s  between  an 
applicable  manufactuier  and  a  CiRO. 
between  a  GRO  and  an  SMO,  and  then 
between  an  SMO  and  a  teaching 
hospital  would  he  considered  a 
continuous  chain  of  agreements  from 
the  applicable  manufacturer  to  a 
covered  recipient  aud  would  he 
considered  a  research  agreement. 

Regarding  rejjorting  of  re.search- 
related  pavments  whif:h  do  not  meet  the 
definition  of  research,  ap])licahle 
manufacturers  .should  r(;port  using  the 
other  categories  available!.  We  believe 
that  the  categories  are  sufficiently  broad 
to  provide  applicable  mauufacturers 
options:  for  example,  we  believe  the 
grant  category  could  he  used  to 
sufficiently  (lescrihe  some  of  the 
transactions. 

We  akso  seek  to  respond  to  comments 
about  whic:h  re.search-related  payments 
should  he  reportable,  lu  general,  we 
believe  that  any  jjayments  related  to  the 
definition  of  re.search  discu.ssed 
previously  should  he  reportable.  VVe 
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nicognize  that  re.search  is  important  and 
have  allowed  res(;ar(;h  to  he  reported  in 
a  manner  that  acknowledges  its  s])ecial 
role.  (Jiven  this  consideration,  we  do 
not  believe  we  should  lurther  limit  the 
.scoj)e  ol  research  |)ayments  to  be 
reportinl.  Many  ot  the  comments  sought 
to  limit  the  reporting  ol  research  related 
payment  in  significant  wavs,  such  as 
only  reporting  direct  re.s(!arch.  However, 
we  believe  (iongre.ss  clearly  intended 
research-related  payments  or  other 
transfers  of  value  to  he  included  in  the 
rejiorting  recjuirements.  ha.sed  on  the 
inclusion  of  “research"  as  a  nature  of 
payment,  the  .statutorv  definition  of 
“clinical  investigation.”  and  the 
lirocetlures  for  delayed  rejiorting  for 
certain  re.search-related  payments  or 
other  transfers  of  value.  We  believe  that 
excluding  jiayments  or  other  transfers  of 
value  related  to  clinical  re.search  or 
indirect  re.search  from  the  reporting 
reijuirements  would  be  inconsistent 
with  the  intent  of  Ciongress.  We  do  agree 
that  jire-clinicai  re.search  is  slightly 
different,  so  we  have  outlined  rejiorting 
reiiuirements  tailored  to  its  uniijue 
structure  which  are  discussed  more  in 
this  section. 

Additionally,  as  explaineil  in  the 
section  on  covered  recipients,  we  do  not 
hidieve  the  statute  limits  the  re])orting 
recpiirements  to  licensed  jihysicians 
who  regularly  treat  patients,  .so  we  plan 
to  reipiire  reporting  of  re.search 
liayments  to  Pis  who  meet  the  definition 
of  “physician."  even  if  they  do  not 
regularly  treat  patients.  Finally,  material 
transfers  (such  as  provision  of  a  protein) 
to  a  researcher  for  dis(x)verv 
collaboration  does  not  need  to  he 
reported  when  not  part  of  a  commercial 
or  marketing  plan  and  precedes  the 
development  of  a  new  product.  We 
believe  for  the  purpo.ses  of  this 
regulation  that  due  to  the  early  stage  of 
the  research  proce.ss.  the  transhirreil 
material  does  not  have  independent 
value. 

(2)  Reporting  Research  Payments 

We  al.so  under.stand  that  re.search 
|)aymeuts  are  unicpie  and  should  he 
re|K)rted  differently  than  other 
l)ayments  or  other  transfers  of  value.  We 
pro])osed  spcicial  rules  to  rej)ort  research 
payments,  including  a  ride  to  separate 
the  classification  of  re.search  payments 
to  clarify  whether  the  jiayment  or  other 
transfer  of  value  went  indirectly  or 
directly  to  the  covered  recijiient.  When 
reporting  jiayments  or  other  transfers  of 
value  designated  as  research,  we 
jiropo.sed  that  ajiplicahle  manufacturers 
must  report  the  payment  or  other 
transfer  of  value  as  either  “indirect 
research”  or  “direct  research.” 
Additionally,  we  proposed  that  the 


|)ayment  or  other  transfer  of  value 
(whether  direct  or  indirect  research) 
should  he  reiiorted  individually  under 
the  names  and  NPls  of  jihysician 
covered  recipients  .serving  as  principal 
investigators.  For  indirect  payments, 
this  included  the  jiliysician  covered 
recipient(.s)  serving  as  principal 
investigator(s)  who  would  ultimately 
receive  payments  from  the  clinic. 
hos])ital,  or  other  re.search  institution, 
a.ssuming  the  applicable  manufacturer  is 
aware  of  the  identity  of  the  princi|)al 
investigator(.s).  Final Iv.  we  |)ropo.sed 
that  for  both  direct  and  indirect 
re.search,  applicable  manufacturers  must 
report  the  entire  payment  amount  for 
each  research  jiayment  (whether  to  the 
covered  recijjient  or  re.search 
institution),  rather  than  the  specific 
amount  that  was  provided  to  the 
covered  recipient. 

Comment:  A  significant  number  of 
comments  addressed  the  method 
proposed  for  rejiorting  re.search 
jjayments.  While  there  was  some 
supjiort  for  our  projiosed  methods,  the 
majority  of  the  commenters  did  not 
support  it  and  recommended  a  new 
method.  Many  commenters  stated  that 
allocating  lOO  percent  of  the  research 
payment  to  the  physician  FI  would  be 
misleading,  eviin  if  the  payment  amount 
was  not  aggregated  into  the  phvsician's 
total  payments.  Similarly,  many 
commenters  did  not  support  reporting  a 
single  ])ayment  multiple  times,  which 
some  commenters  feared  could  lead  to 
double  counting  of  researtdi  pavments. 
These  commenters  provided  numerous 
recommendations  for  how  to  report  and 
pre.sent  research  related  payments.  The 
most  common  recommendation  was  to 
report  re.search  in  a  separate  reporting 
tem])late.  which  would  include  a  single 
line  item  for  each  jiayment.  The 
jiayment  would  include  both  the  entity 
paid  (such  as  the  re.search  in.stitution) 
and  list  the  name  of  the  principal 
investigator.  There  were  .some  variations 
in  the  recommendations,  including 
reporting  only  the  amount  the  FI 
received  and  that  the  apjilicahle 
manufacturer  mu.st  control  the  sidection 
of  the  FI;  however,  the  majoritv  of 
comments  followed  this  basic  process. 

A  few  commenters  al.so  reipiested  that 
aj)])lical)le  manufacturers  should  be 
allowed  to  report  context  of  research  or 
additional  information  on  the  re.search 
payment.  Finally,  a  few  commenters 
recommended  that  re.search  payments 
be  presented  separately  on  the  ])nblic 
\Vh:h  site  to  clearly  delineate  them  as  a 
research-related  ])ayment  or  other 
transfer  of  value. 

Response:  We  ajipreciate  the 
comments  and  agree  that  re])orting  of 
re.search-related  payments  should  he 


more  representative  of  the  actual 
payment  stream  for  research.  Applicable 
manufacturers  must  report  nisearch- 
related  |)ayment.s  that  ultimately  are 
paid,  in  whole  or  in  jiart,  to  a  covered 
reci])ient  (j)hy.sician  or  teaching 
hospital).  VVe  have  finalized  that 
aiiplicahle  manufacturers  mu.st  rejiort 
research  pavments  separatelv  in  a 
different  template,  since  we  will  be 
re(|uiring  the  reporting  of  modified 
information.  Applicable  manufacturers 
will  not  he  re.s|)on.sil)le  for  indicating 
whether  a  iiayment  was  direct  or 
indirect.  We  have  adopted  a  ])rocedure 
similar  to  the  process  outlined  in  manv 
of  the  comments,  where  a  single 
research  payment  is  rejjorted  once  and 
includes  the  entity  paid,  as  well  as  the 
name  of  the  jirincipal  investigator(s). 
Applicable  manufacturers  mu.st  report 
each  re.search  payment  once  as  a  single 
interaction.  They  must  rejjort  the  name 
of  the  individual  or  entity  (regardless  of 
whether  it  is  a  covered  recipient)  that 
received  the  ])ayment  for  the  research 
.services,  as  well  as  the  princijial 
inve.stigator(.s).  When  reporting  the 
entitv  or  individual  that  received  the 
payment,  we  intend  for  the  applicable 
manufacturer  to  report  the  entity  or 
individual  that  received  the  payment, 
either  direct  Iv  from  the  apjilicable 
manufacturer  or  indirectlv  through  a 
CRO  or  SMO.  We  helieve'that  the 
recipient  of  the  ])ayment  could  include 
individual  princiiial  investigators, 
teaching  hospitals,  nonteaching 
hospitals  or  clinics.  We  intend  for  the 
princijial  inve.stigator(s)  to  include  the 
individual(.s)  conducting  the  re.search  or 
jiroviding  the  services  on  behalf  of  the 
re.search  institution. 

As  discussed  regarding  the  reporting 
elements  for  all  jiayments  or  other 
transfers  of  value,  in  order  to  better 
identify  and  match  covered  recijiients, 
the  same  identifying  information  will  he 
reipiired  to  he  reported  for  each  FI 
meeting  the  definition  of  covered 
recipient. 

The  applicable  manufacturer  shall  be 
reipiireil  to  report  the  following  for  each 
re.search-related  payment  that  ultimatelv 
is  ])aid,  in  whole  or  in  part,  to  a  covereil 
recipient  (])hy.sician  or  teaching 
hospital): 

•  Name  of  re.search  institution/other 
entity  or  individual  receiving  jiayment 
(regardless  of  whether  a  covered 
recipient) 

+-1-  If  jiaid  directly  to  a  physician 
covered  rec:i])ient,  list  the  individual’s 
name.  NFl,  State  professional  licen.se 
numl)er(s)  and  associated  State  names 
for  at  least  one  State  where  the 
jiliysician  maintains  a  professional 
license,  specialty,  and  jirimary  business 
address  of  the  phy.sician(.s). 
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++  If  paid  directly  to  a  teaching 
lu)si)ital  covered  recipient,  li.st  name 
and  primary  business  address  of  the 
teaching  hosj)ital. 

++  If  paid  to  a  non-covered  reci])ient 
(such  as  a  non-teaching  liospital  or 
clinic),  list  name  and  |)rimarv  business 
address  of  the  entity. 

•  'fotal  amount  of  research  payment. 

•  Name  of  study. 

•  Name(s)  of  related  covered  drug, 
device,  biological  or  medical  sn])ply 
(same  nupurements  as  for  all  payments 
or  other  transfers  of  value)  and  NDC  (if 
any). 

•  Princijial  investigator(s)  (including 
name,  NPI,  State  i)rofessional  license 
nnml)er(s)  and  associated  States  for  at 
least  one  State  where  the  physician 
maintains  a  professional  licen.se. 
specialty,  and  primary  business 
address); 

•  Context  of  re.sfnirch  (optional). 

•  ClinicalTrials.gov  identifier 
(optional). 

VVe  believe  rejjorting  this  information 
for  each  research  payment  will  better 
capture  the  nature  of  the  research 
relationshij),  creating  a  simjiler 
rei)orting  mechanism  for  the  ap])licahle 
manufacturers  to  report  payments  and 
allowing  (aid  users  a  more  accurate 
understanding  of  the  relationshij).  We 
believe  the  study  name  will  ju'ovide 
information  on  the  research  to|)ics.  hut 
we  have  also  included  an  o])tional  field 
allowing  a])j)licahle  mannfacturers  to 
j)rovide  additional  contextual 
information  on  or  the  objectives  of  the 
research.  VVe  intend  this  to  he  used 
similarly  to  the  additional  context 
allowed  for  rejjorting  all  ])ayments  or 
other  transfers  of  value.  Additionally, 
we  also  will  allow  a|)|)licable 
manufacturers  to  ])rovide  the 
ClinicalTrials.gov  Identifier  to  allow 
consumers  the  ability  to  obtain  more 
information  on  the  study  from 
ClinicalTrials.gov.  However,  we 
recognize  that  not  all  research  .studies 
will  be  j)osted  on  ClinicalTrials.gov,  so 
this  category  will  be  o])tional.  iMiially, 
this  rejjresents  the  information  recjnired 
to  he  re])orted  for  each  research-related 
l)ayment  or  other  transfer  of  value,  hut 
the  agency  may  identify  other  o])tional 
fields,  such  as  information  on 
jnihlications  related  to  the  research,  in 
order  to  ])rovide  additional  information 
and  background  on  the  ])uhlic  Web  site. 

f’or  ])re-clinical  research,  we  finalize 
slightly  modified  rejDorting 
recjuirements  since  such  early  .stage 
research  is  often  not  connected  to  a 
sj)ecific  j)roduct.  We  intend  jne-clinical 
research  to  include  laboratory  and 
animal  re.search  that  is  carried  out  j)rior 
to  beginning  any  studies  in  humans. 


including  FDA’s  definecl  j)ha.se.s  of 
investigation.  For  |)re-clinical  re.search. 
a})|)lical)le  manufacturers  onlv  have  to 
re|)ort  the  name  of  the  research 
institution,  |)rinci])al  investigator(s) 
(including  name,  NPI,  .State  i)rofes.sional 
license  ninnl)er(.s),  .sj)ecialty  and 
hiisine.ss  address),  and  the  total  amount 
of  the  |)ayment,  .so  they  do  not  need  to 
re|)ort  an  associated  j)roduct.  or  study 
name. 

We  are  al.so  finalizing  guidelines  for 
what  .should  be  included  in  the  total 
research  j)ayment  amount.  The  amount 
should  include  the  aggregated  amount 
of  any  jjayments  for  services  included  in 
the  written  agreement/re.search  |)rotocol. 
We  envision  that  this  would  include  the 
co.sts  associated  with  patient  care, 
including  diagno.stics,  exams,  laboratory 
ex])en.ses,  time  s])ent  by  health  care 
jjrofe.ssionals  treating  the  j)atient  and 
managing  the  study,  and  the  j)rovi.sion 
of  .study  drugs,  devices,  biologicals,  and 
medical  .snj)})lies  or  other  in-kind  items. 
The  payment  amount  .should  not 
include  any  payments  for  activities 
which  are  .se|)arate  or  segregahle  from 
the  written  agreement  or  re.search 
jn'otocol  or  are  |)aid  through  a  method 
different  than  that  of  the  research.  For 
exam|)le,  ])ayments  made  directly  to  a 
j)hysician  for  serving  on  a  studv  steering 
committee  or  data  monitoring 
committee  that  are  not  a  j)art  of  the 
larger  research  jjayment  should  he 
re|)orted  sejjarately.  Payments  for 
medical  re.search  writing  and/or 
])nt)lication  would  he  included  in  the 
re.search  |)ayment,  if  the  activity  was 
included  in  the  written  agreement  or 
re.search  j)rotocol  and  j)aid  as  a  j)art  of 
the  research  ])ayment.  In  addition  to 
research  |)ayment.s.  we  al.so  believe  that 
meals  and  travel  should  he  rejjorted 
.sej)arately  (under  the  food  and  travel 
nature  of  j)ayment  categories)  unless 
included  in  written  agreement  or 
research  i)rotocol  and  |)aid  for  through 
the  large  research  contract. 

We  realize  that  re])orting 
re(|nirement.s  for  re.search  will  he 
somewhat  different  than  the  |)rocedure 
outlined  for  other  natures  of  |)ayment. 
hut  we  believe  that  this  is  a|)|)roi)riate 
for  research-related  ])ayments  or  other 
transfers  of  value.  As  several  comments 
|)ointed  out.  due  to  the  flow  of  re.search 
|)ayments  from  .s])on.sor  to  re.search 
institution,  an  a])i)lical)le  manufacturer 
might  not  know  the  si)ecific  details  or 
amounts  of  how  the  larger  re.search 
])ayment  was  s])ent.  We  do  not  intend 
for  aj)])lical)le  manufacturers  to  he 
recjuired  to  itemize  each  research 
])ayment,  since  they  are  usually  large 
l)ayment.s  obligated  to  general 
administration  of  the  study  and  the 
aj)j)licable  manufacturer  may  not  he 


aware  of  the  daily  activities. 
Additionally,  we  do  not  recjuire  the 
rej)orting  of  |)ayment.s  to  non-covered 
reci|)ient.s  that  are  not  |)a.ssed  on  to 
covered  reci|)ient.s.  For  exam|)le,  if  an 
a|)|)licahle  manufacturer  ])aid  .sej)arately 
for  a  non-covered  recijjient  to  travel  to 
a  meeting,  then  it  would  not  need  to  he 
re|)orted.  However,  if  an  a])])licahle 
manufacturers  j)aid  sej)arately  for  a 
covered  reci|)ient  (regardle.ss  of  whether 
the  individual  was  a  PI  or  not)  to  travel 
to  a  meeting,  then  the  travel  wonid  have 
to  be  rej)orted  in  the  name  of  the 
covered  recij)ient  traveling. 

When  rei)orting  re.search  ])avment.s, 
we  also  acknowledge  that  research 
jjayments  are  generally  different  than 
other  j)ayment.s  and  may  not  rejjresent 
a  j)ayment  to  the  covered  recij)ient.  For 
physician  covered  recijjients  whom  are 
j)aid  by  a  third  |)arty  and  not  directly  by 
the  manufacturer,  we  will  list  research 
studies  se])arately  from  all  other 
|)ayment.s  |)rovided  to  the  covered 
recipient.  For  teaching  ho.s})itals,  we 
will  j)ul)lish  all  research  jjayments 
which  went  to  the  ho.s})ital  as  a  research 
institution.  These  will  be  listed 
.se|)arately  from  other  ])ayments  to  the 
hosjjital.  hut  will  include  both  the  study 
amount  and  .study  name. 

We  believe  that  j)re.senting  re.search 
])ayments  in  this  method  reflects  the 
fact  that  re.search  j)avments  are  uni(iue 
and  do  not  necessarily  re])resent  a 
|)er.sonal  |)ayment  to  |)hv.sicians: 
however,  it  still  allows  for  re.search 
j)ayments  to  he  rej)orted  as  intended  by 
Hongress,  but  in  a  le.ss  burdensome  wav 
for  a|)j)licahle  manufacturers.  In  light  of 
the  j)ul)lic  comments  received,  we 
believe  that  the  modifications  rejjresent 
a  better,  more  accurate  method  of 
rej)orting  re.search  payments. 

j.  Exclusions 

Section  1128G(e)(l())  of  the  Act 
excludes  sjjecnfic  tyj)e.s  of  j)ayments  or 
other  transfers  of  value  from  the 
rej)orting  requirements. 

Co/jime/j/;  We  received  numerons 
comments  on  the  exclusions  .section  of 
the  j)roj)o.sed  rule.  Many  of  the 
comments  focn.sed  on  the  .statutory 
exclusions  and  the  exjilanations  GMS 
jjrovided  in  the  j)roj)o.sed  rule.  Beyond 
the.se  comments,  we  al.so  received 
numerons  recommendations  for 
additional  exclusion  categories  to  he 
included  in  the  final  rule.  The 
recommended  exclusions  covered 
numerous  sjjecific  relationshij).s 
between  aj)j)licable  mannfacturers  and 
covered  recij)ient.s,  .some  related  to 
healthcare,  such  as  jjaying  a  jjhysician 
at  an  on-site  clinic,  whereas  others  did 
not,  such  as  camj)aign  contributions  to 
jjhysicians  running  for  jjolitical  office. 
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liesponsu:  We  appreciate  tliese 
recoiinnendations,  l)ul  do  not  believe 
that  we  have  the  .statutory  authority  to 
add  exclusions  heyond  what  was 
oiitliiuul  in  the  statute.  The  .statute 
expressly  provides  tlie  S(!cretarv 
di.scretion  to  nujuire  the  reporting  oi 
additional  inlbriuation  ol  payments  or 
other  translers  or  value,  and  ownership 
or  investment  interests.  l)ut  it  does  not 
provide!  a  simitar  authority  to  add 
exclusion  categories.  We  have  iinalized 
our  policy  that  the  exclusions  will  h(! 
defined  hy  their  dictionary  definitions, 
hut  ])lan  to  provide  additional 
clarification  in  resi)onse  to  the 
comments  in  this  section.  We  helieve 
that  some  of  the  recommended 
exclusions  could  he  included  in  some  of 
the  statutory  exclusions,  so  we  have 
j)rovided  additional  information  to 
clarify  our  interpretation  of  these 
categories. 

(1)  Exi.sting  Per.sonal  Relationships 

In  the  proposed  rule  we  stated  that  we 
did  not  intend  to  retiuire  r(!porting  of 
purcilv  personal  transfers  of  value  (for 
example,  if  one  sj)ouse.  who  works  for 
an  applicable  manufactunir.  gives  a 
present  to  the  other  s])ouse  who  is  a 
covered  recipient),  and  we  solicited 
comments  on  this  proijosal. 

doiunianl:  Many  commenters 
su]>ported  our  intention  to  exclude 
|)ayments  or  otluir  transfers  of  value 
between  individuals  who  happen  to 
hav(!  existing  ])ersonal  relationships  and 
recommemhul  that  it  b(!  included  as  a 
listed  (ixclusion.  A  lew  commenters  also 
recommended  specific  recpiirements, 
such  as  to  include  relationshi])s 
h(!tween  family  memh(!rs,  to  limit  to 
hona  fide  relationshii)s  or  to  mirror  the 
Federal  em})loyee  exemj)tion. 

lif^sponsa:  \Ve  a|)]jreciate  the 
comments  and  do  not  intend  existing 
personal  relationships  to  he  reported,  so 
we  have  finalized  this  provision  in 
^4()3.tK)4(i)(14). 

(2)  I^ayments  or  Other  Transfers  of 
Value  of  L(!ss  Than  SlO 

Small  payments  or  other  transfers  of 
value,  which  the  statute  defines  as 
j)ayments  or  other  transfers  of  value  less 
than  SlO.  do  not  need  to  he  rep{)rted. 
except  wh(!n  the  total  annual  value  of 
|)aymeut.s  or  other  transfers  of  value 
jmn'ided  to  a  covered  recipient  exceeds 
Slot).  As  reepured  hy  section  1128(J  t)f 
the  Act.  for  sul)se()uent  calendar  years, 
the  dollar  amounts  specified  will  he 
increa.sed  by  the  same  percentage  as  the 
percentage  increase  in  the  consumer 
price  index  ((iPI)  for  all  urban 
consumers  (all  itciins:  IJ.S.  city  average) 
for  the  12-mouth  piiriod  ending  with 
)une  of  the  previous  year.  In  the 


pro])osed  rule,  we  propo.sed  that 
applicable  manufacturers  should  not 
rej)ort  to  ('.MS  any  |)aym(!nts  or  other 
transfers  of  value  less  than  SlO 
individually  and  all  small  |)ayments  or 
transfers  of  valiu!  in  the  .same  nature  of 
payment  category  shouUl  he  re])orted  as 
one  total  amount  for  that  category.  We 
believed  this  woidd  simj)lify  niporting 
for  applicable  manufacturers  and 
j)revent  the  re])orting  of  j)ayments  less 
than  SlO  individually.  (liven  the  timing 
of  this  final  rule,  we  have  decidcul  to 
begin  increasing  tlu!  de  minimis 
thresholds  for  reporting  in  (iY  2014,  and 
retain  the  statutory  de  minimis 
thresholds  (SlO  and  SI 00)  for  reporting 
in  CY  2013.  We  believe  this  simplifies 
reporting  for  the  first  year  of  data 
collection  hy  em])loying  simple 
numhers  as  thresholds.  Also  because 
these  were  the  statutorv  thresholds,  we 
helieve  applicable  mamdacturers  should 
he  prej)ared  to  colled  data  and  report 
using  these  thresholds  for  (W  2013. 

W(!  received  various 
comments  on  small  payments  or  other 
transfers  of  value.  Some  commenters 
indicated  that  our  ])ro|)o.sed  method  for 
r(!])orting  small  payments  together  might 
(for  some  a])])licahle  manufacturers)  hi! 
more  difficult  than  r(!|)orting  small 
j)ayments  individually;  thesi! 
comment(!r.s  recommended  that  (iMS 
allow  applicahli!  manufactur(!rs 
di.scretion  in  their  r(!porting  mechanism. 
.Some  commenters  also  ri!commended 
that  (;M.S  not  change  the  thresholds 
within  a  single  re])orting  year.  Hiwond 
comments  on  r(!|)orting  of  .small 
l)ayments,  many  commenters  also 
addres.sed  the  small  payment  or  transfer 
of  value  exclusion  more  generally.  Many 
commenters  ipiestioned  the  thresholds 
and  indicated  that  they  weri!  too  low 
and  r(!commended  various  higher 
thresholds.  Similarly,  some  commenters 
recommended  that  CM.S  consider 
methods  within  the  statutorv 
requirements  to  reduce  the  number  of 
small  payments  being  reported.  Finally, 
many  commenters  .supj)ort(!d  (iM.S’s 
proposal  to  not  re])ort  food  and 
b(!verage.s  at  conferences  and  indicated 
that  CiM.S  should  extend  this  to  other 
it(!ms  provided  at  conferences  (both 
above  and  below  the  .$10  threshold). 

lit^s})ons(i:  We  ap])reciate  the 
comments  and  agrei!  that  applicahli! 
manufacturers  should  have  di.scretion 
when  re])orting  small  pavments.  We  had 
proposed  requiring  ap])licahle 
manufacturers  to  bundle  i)ayments  in 
order  to  reduce  hurden,  hut  we  do  not 
want  to  require  that  method  if  some 
applicable  manufacturers  actually 
helieve  it  to  he  more  burdensome. 
Therefore,  we  will  finalize  that 
apjjlicahle  manufacturers  have 


llexihility  in  reporting  small  ])avments. 
They  may  either  report  them 
individually  or  hundled  with  other 
small  jjayments  or  other  transfers  of 
value  in  the  .same  nature  of  payment 
category,  as  long  as  a])|)lical)le 
manufacturers  are  reporting  consistentlv 
and  clearly  indicating  the  method  they 
are  using.  Additionally,  we  agree  that 
the  de  minimis  thresholds  should  not 
change  within  a  re])orting  year  and  will 
he  constant  for  the  entire  year.  For 
exam])le,  for  the  entirety  of  data 
collection  in  2014.  the  thresholds  will 
he  tho.se  adjusted  based  on  CFl 
published  in  )une  2013.  We  will  re])ort 
the  new  de  minimis  value  with  the 
reporting  template  for  the  next  reporting 
year. 

We  ap])reciate  the  comments  on  the 
threshold  for  small  payments  and 
understand  that  they  may  be  low  for 
.some  stakeholders.  Nevertheless,  the 
thresholds  were  mandated  by  the 
.statute,  and  we  do  not  have  iliscretion 
to  change  them.  However,  we  recognize 
that  we  do  not  want  the  dataha.se  to  he 
overwhelmed  by  small  jjayments.  We 
have  considered  ojitions  for  reducing 
the  number  of  small  ])ayments.  hut  we 
helieve  that  we  do  not  have  authority  to 
change  the  reporting  requirements  for 
small  payments  or  other  transfers  of 
value. 

Regarding  reporting  of  ])ayment  or 
other  transfers  of  value  at  conferences  or 
similar  events,  we  a])preciate  the 
c.omments  and  have  provided  additional 
guidelines  exj)anding  on  the  pro])osed 
rule.  In  general,  we  will  finalize  that 
the.se  guidelines  will  applv  to 
conference  and  similar  events,  as  well 
as  events  oj)en  to  the  ])ul)lic.  We  believe 
that  at  events  open  to  the  public,  it  will 
he  extremely  difficult  for  a])plicable 
manufacturer  to  identify  physician 
covered  recii)ients.  Therefore,  we  will 
finalize  that  small  incidental  items  that 
are  under  .$10  (such  as  pens  and  note 
pads)  th.at  are  ])rovided  at  large-scale 
conferences  and  similar  large-scale 
events  will  be  exempted  from  the 
reporting  requirements,  including  the 
need  to  track  them  for  aggregation 
])ur])ose.s.  While  these  small  |)ayment.s 
are  excluded  by  statute,  the  .$1(i() 
aggregate  i)ayment  requirement 
generally  requires  the  tracking  of  small 
|)aymi!nts  in  order  to  determine  whether 
covered  reci])ients  received  more  than 
.$100  annually.  For  these  covered 
recipients,  we  helieve  it  would  he 
difficult  for  ap])licahle  manufacturers  to 
track  who  receives  these  small  items  at 
conferences  or  similar  events,  due  to  the 
nature  and  disjiarate  attendance  at  large- 
scale  conferences  or  similar  events. 
Additionally,  this  method  is  consistent 
with  our  decision  to  not  require 
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reporting  of  food  and  beverage  at  larg(!- 
.scale  conferences.  We  note  that 
payments  or  otlier  transfers  of  value  of 
$10  or  more  (for  calendar  year  (CY) 

2013)  need  to  l)e  tracked  and  reported 
even  wlien  ])rovi(h;d  at  large-sc:ale 
confer(mc(!s  or  similar  (jvents.  We 
bidicjve  that  if  an  a])])lical)le 
manufacturer  is  handing  out  an  item 
above  the  threshold,  they  should  h(!  able 
to  track  who  received  the  payment  since 
it  is  a  more  significant  transfer. 

Finally,  we  will  not  he  ])roviding  a 
standard  template  for  re])orting  by 
entities  that  organize  and  oversee  events 
and  conferences.  The.se  event  and 
conference  vendors  an;  not  applicable 
manufacturers,  so  we  do  not  believe  we 
should  have  any  contact  with  them  or 
im])ose  recpurements  on  them.  We 
recognize  that  a]j])licable  manufacturers 
and  their  vendors  will  need  to  devise 
business  ])ractices  to  meet  the 
nujiiirements:  however,  we  believe  that 
many  of  the  interactions  at  large-.scale 
conferences  and  similar  events  will  not 
be;  rej)ortable,  so  we  do  not  believe  this 
will  be  excessively  burdensome. 

(3)  Educational  Materials  That  Directlv 
benefit  Patients  or  are  Intended  For 
Patient  lJ.se 

In  the  |)roposed  rule,  we  explaimul 
that  this  exclusion  was  limited  to 
materials  (including,  but  not  limited  to, 
written  or  electronic  materials)  and  did 
not  include  services  or  other  items. 
Additionally,  we  considered  whether 
certain  materials  provided  by  aj)j)licable 
manufacturers  to  covered  recipients  for 
their  own  education,  but  which  are  not 
actually  given  to  patients  (for  example, 
medical  textbooks),  should  he 
interpreted  as  educational  materials  that 
“directly  benefit  ])atients." 

(JoniiuHnt:  Many  commenters 
addressed  this  exclusion,  particularly 
questioning  the  meaning  of  “materials." 
A  few  commenters  statcxl  that 
“materials”  should  be  interpreted  more 
broadly  to  include  “jjrograms,  services, 
and  items”  since  many  applicable 
manufacturers  jjrovide  services  and 
items  to  patients  in  order  to  support 
disease  management  or  increase 
medication  adherence!.  These  items  are 
generally  provided  to  patients  through 
covered  reci])ients.  Finally,  a  few 
commenters  also  asked  for  clarification 
on  what  form  the.se  materials  necided  to 
b(!  in  and  whether  overhead  costs  for 
educational  materials,  such  as  time  and 
printing,  were  included  in  the 
exclusion. 

Uespons(i:  We  appixiciate  the 
comments  and  agree  that  “materials” 
should  be  interpreted  somewhat  more 
broadly  for  purposes  of  this  exclusion. 
We  understand  that  patient  education  is 


im])orlant  and  recognize  that  it  may  take 
a  form  other  than  written  material, 
especially  in  the  device  context.  For 
example,  a  device  mamd'acturer  may 
give  a  physician  an  anatomical  model  to 
help  ex])lain  to  patients  how  a 
procedure  would  work.  We  agree  that 
such  an  item,  which  is  given  to 
physicians  for  the  i)ur])ose  of  educating 
l)atients,  falls  within  the  exclusion. 
Similarly,  if  a  manufacturer  ])rovides 
educational  materials  to  a  physician  on 
a  flash  drive  to  be  distributed  to 
patients,  the  Hash  drive  wonld  akso  he 
included  in  the  exclusion.  However,  if 
the  drive  was  provided  as  a  gift 
alongside  the  materials,  then  it  wonld 
have  to  be  re]K)rted,  since  it  was 
.secondary  to  the  materials.  Similarly, 
we  believe  that  overhead  expenses,  such 
as  printing  and  time,  should  he 
included  in  the  exclusion  as  long  as 
they  are  directly  related  to  the 
develojjinent  of  the  materials,  which 
directly  benefit  patients  or  are  intended 
for  patient  use. 

(Jonunont:  Numerous  commenters 
(pie.stioned  CMS’s  interpretation  of 
“directly  b(!nefit  paticiiits  or  are 
intended  for  patient  nst!.”  Tluise 
commenters  had  mixed  reactions  to 
CMS's  pro])o.sed  interj)r(!tation.  Sonu! 
recommended  that  all  materials 
provifhul  to  educate  j)hvsicians  (.such  as 
textbooks  or  journals)  should  be 
included  in  the  exclusion,  since 
educating  the  physician  benefits 
])atients.  Others  suggested  that  these 
should  not  be  included,  since  they  do 
not  benefit  patients  directly.  Some 
commenters  also  recommended  that 
materials  that  an!  used  “for  or  with” 
patients,  hut  not  taken  home  (such  as 
anatomical  models  or  wall  charts) 
should  be  included  in  the  exclusion 
because  they  are  intended  for  patient 
use.  Finally,  a  few  commenters 
recommended  that  all  materials 
intended  for  patients  shonld  be 
included  in  the  exclusion. 

Hesi)onsH:  We  a])pr(!ciate  the 
comments  and  agree  that  additional 
clarification  is  rerpnred.  We  agree  that 
items  that  are  educational  to  covered 
reci])ients  (such  as  medical  textbooks 
and  journal  reprints),  but  are  not 
intended  for  patient  use  are  important 
for  ])hvsicians;  however.  w(!  do  not 
believe  that  these  materials  fall  within 
the  statutorv  exclusion.  Although  these 
items  mav  have  downstream  benefits  for 
a  pati(!nt,  we  b(!lieve  they  are  not 
directly  bi!neficial  to  patients,  nor  are 
they  intended  for  j)atient  n.se,  as 
re(|uired  by  section  1 1 28(l(e)(  l())(B)(iii) 
of  the  Act.  Therefore,  we  will  finalize 
that  educational  materials  provided  to 
cov(!red  recipients  for  their  own 
education,  hut  that  do  not  “directly” 


henefit  patients,  do  not  fall  within  the 
exclusion  and  are  therefore  subject  to 
the  reporting  re(pnr(!ments.  Conver.s(!ly. 
we  have  finalized  that  this  exclusion 
does  encompass  materials,  such  as  wall 
models  and  anatomical  models  which 
are  nltimately  intend(!d  to  b(!  used  with 
a  j)atient.  In  addition,  we  believe  that 
l)ursuant  to  the  statutory  text,  the 
(!xclnsion  is  limited  to  educational 
materials  only,  and  not  marketing  or 
])romotional  materials. 

(4)  Di.scounts  and  Rebates 

Discounts  and  rebates  for  c:ov(!red 
drugs,  devices,  biologicals.  and  medical 
supplies  jirovided  by  ap})licable 
manufacturers  to  cover(!d  recipients  are 
excluded  from  reporting  under  section 
1128G(e)(10)(B)(vii)  of  the  Act. 

We  did  not  receive  any  comments  on 
this  exclusion,  .so  we  have  finalized  it  as 
projjosed. 

(5)  In-Kind  Items  tor  the  Provision  of 
Charity  Care 

In  the  propos(!d  rule,  we  defined  “in- 
kind  items  for  the  provision  of  charity 
care”  as  items  provid(!d  to  a  cover(!d 
recipient  for  one  or  more  j)ati(!nts  who 
cannot  pay,  where  the  c:overed  recipient 
n(!ither  r(!C(!ives.  nor  (!xpects  to  receive, 
payment  htuiau.se  of  the  patient’s 
inability  to  pay.  Any  items  provided  by 
the  applicable  manufacturer  to  a 
covered  recipient  that  me(!t  the 
definition  of  in-kiml  items  for  the 
provision  of  tdiarity  care,  are  exclnd(!d 
from  reporting.  This  does  not  include 
the  provision  of  in-kind  items  to  a 
covered  recipient,  even  if  the  covered 
recij)ient  is  a  charitable  organization,  for 
the  care  of  (til  of  the  covered  reci])ient's 
])atients  (both  those  who  can  and  cannot 
pay).  If  a  ])ayment  or  other  transfer  of 
value  is  not  an  in-kind  item  and/or  not 
for  the  jjrovision  of  charity  care,  as 
defined,  then  the  payment  mu.st  be 
report(!d  as  required  under  section 
1128C  of  the  Act. 

Comnwnt:  Many  commenters 
provided  recommendations  on  the 
charity  care  exclusion.  These  comments 
fell  in  two  categories:  first,  on  th(! 
interpretation  of  a  patient’s  ability  to 
pay,  and  .second,  on  the  interpretation  of 
in-kind  items.  Regarding  a  patient’s 
ability  to  i)ay,  the  commenters  generally 
siq)portecl  the  pro])osed  interj)r(!tation, 
but  r(!Commended  that  (JMS  provide 
additional  clarification  that  a  patient’s 
ability  to  pay  includes  whether  the 
patient  can  afford  the  copayment  or 
coinsurance,  hut  not  the  entire  visit. 
Additionallv,  a  few  commenters 
recommended  that  ability  to  pay  should 
be  based  on  whether  payment  will  he  a 
significant  burden  to  a  patient. 

Regarding  in-kind  items,  the 
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commenters  discussed  whether 
payments  to  a  covered  recipient  and/or 
a  third  party  should  he  excluded  if  n.sed 
to  sn|)port  charities  or  other  charitahle 
activities,  such  as  i)atient  assistance 
programs.  Finally,  a  few  commenters 
advocated  that  this  exchisit)n  shonhl  he 
l)ased  on  the  mission  of  the  organization 
receiving  the  items,  rather  than  what 
actually  liaijpened  to  tlnnn,  since  it  will 
1m!  impossible  for  ap|)lit:al)le 
manufacturers  to  track  the  uses  of  these 
items. 

liasponso:  We  appreciate  the 
comments  and  agree  that  an  analysis  of 
a  patient's  ability  to  jjay  shoidd  include 
whether  the  jjatient  can  afford  his  or  her 
copayment  or  coinsurance  and  whether 
the  patient  has  insurance  to  cover  the 
care.  We  intend  this  exclusion  to 
include  in-kind  items  given  to  covered 
recipients  to  provide  care  to  patients 
who  are  unable  to  i)ay.  or  for  whom 
])ayment  would  h(;  a  significant 
liardship. 

Finally,  we  do  m)t  intend  applicable 
manufacturers  to  he;  responsible  for 
tracking  each  individual  item  j)rovided 
to  a  covered  recipient  to  ensure  it  is 
provid(!d  to  a  patient  nnahle  to  pay.  We 
iHilieve  it  is  snfficaent  for  the  applicable 
manufacturer  and  covenul  recijjient  to 
agree  in  writing  that  the  covenul 
recipient  will  use  the  in-kind  items  onlv 
for  charity  care. 

S(!condly,  we  t)(iliev(!  that  the 
.statutory  text  for  this  exclusion  (section 
1128(i(e)(1())(13)(viii)  of  the  Act)  clearlv 
.states  that  the  exclusion  should  onlv 
apply  to  "in-kind  items”  and  not  all 
payments,  .so  we  have  finalized  that 
only  in-kind  it(!ms  will  lx;  included  in 
the  exclusion,  which  does  not  include 
financial  support  for  charitahle  covtned 
recipients.  However,  we  recognize  that 
some  |)ayments  made  to  charitahle  third 
parties  may  at  some  point  indirectly 
benefit  a  covered  recipient.  We  believe 
that  these  payments  or  other  transfers  of 
value  should  he  reporteil  based  on  the 
rej)orting  requirements  for  indirect 
|)ayment.s  or  other  transfers  of  value. 
Ifowever.  we  believe  that  charitahle 
contributions  made  directly  to  or 
intended  for  a  covered  recipient  should 
he  reported  as  a  charitahle  contribution. 

(8)  Product  .Samples 

Fven  though  this  exclusion  was  not 
specifically  discussed  in  the  jiropo.sed 
rule,  we  receiveil  i:onnnents  on  the 
exclusion  for  product  samjiles  from 
.section  1128Ci(e)(  l())(13)(ii)  of  the  Act 
which  states  that  "])roduct  samjiles  that 
are  not  intended  to  he  sold  and  are 
intended  for  jiatient  use"  are  excluded 
from  the  reporting  retinirements. 

(Aunmimt:  Many  commenters 
recommend  that  (iMS  clarifv  the 


boundaries  of  the  exclusion  and 
interpret  it  widely  to  include  samples 
beyond  traditional  drug  sanqiles.  such 
as  single  use  or  dispo.sahle  devices, 
demonstration  devices,  and  evaluation 
(Hluipment.  A  few  commenters  also 
recommended  that  the  exclusion  should 
include  products  n.sed  for  research 
studies,  as  wcdl  as  coupons  and 
vouchers.  Finally,  a  commenter  .stated 
that  an  a])])lical)le  manufacturer  may  not 
know  what  actually  happens  ti)  samples 
and  should  not  he  recjnired  to  track 
them. 

[{t^s})ons(i:  We  appreciate  the 
comments  and  agrc;e  that  further 
clarification  is  neces.sary.  We  believe 
that  the  statutory  text  is  cksar  that  this 
exclusion  ap])lie.s  to  products  intended 
for  ])atient  use;  thercdorc!.  any  drug, 
device,  biological  or  medical  siqiply 
provided  as  a  sam])le  to  a  covercid 
recipient  that  is  intcmded  for  use  by 
paticaits  will  he;  included  in  the 
exclusion.  Given  this  interpretation,  as 
long  as  single  use  or  dis|)o.sahle  devices, 
demonstration  deviccis  or  evaluation 
ecpnpment  provided  to  a  covered 
rcicipient  arc;  intendcul  for  patient  use, 
thew  will  1)(!  included  in  the  exclusion. 
Otherwise,  we  helicive  theese  itenns  mav 
hc!  exclndcul  from  the  rcqxa  ting 
rcHpiirciinents  under  the  exclusions  for 
short  term  loans,  as  exjjlained  in  that 
S(!Ction.  In  addition,  wc;  believe  that 
products  u.sed  for  r(\search  studies 
should  hcc  included  as  a  |)art  of  the 
large!!’  research  payment.  Regarding 
coupons  and  vouchers,  we  helicwe  thev 
fall  within  the  exclusion,  so  we  have 
finalized  that  all  coujions  and  vouchers 
for  the  applicable  mauufacturer's 
products  that  are  intended  for  patient 
use  to  defray  the  costs  of  covered  drugs, 
deviccis,  hiologicals  or  medical  suj)plies 
will  he  included  in  this  exclusion 
t;ategory.  For  the  purposes  of  this  rule, 
we  believe  such  coupons  and  vouchers 
are  materially  similar  to  samples. 

Finally,  we  do  not  believe  the 
applicable  manufacturer  should  hi! 
res])onsihle  for  tracking  what  actually 
haj)pens  to  .samj)le.s.  Instead,  we  heliev(! 
that  as  long  as  the  applicable 
manufacturer  and  covered  r(!ci])ient 
agnie  in  writing  that  the  products  will 
be  provided  to  ])atients,  which  is 
commonplace  in  the  industrv,  the 
|)rovision  of  samples  can  he  excluded. 

(7)  .Short  'rerm  Loans 

This  exclusion  was  akso  not  addres.sed 
in  detail  in  the  pro])osed  rule;  howev(!r 
we  did  receive  some  comments 
recommending  clarifications.  .Section 
1 1 28(3(e)(l())(h)(iv)  of  the  Act  excludes 
“the  loan  of  a  covered  device  for  a  short¬ 
term  trial  period,  not  to  exceed  90  days. 


to  |)ermit  evaluation  of  the  covenid 
device  by  the  covered  recipicint.” 

(joiuinant:  A  few  commenters 
r(!Commended  that  we  include  loans  of 
a  broad  rang!!  of  devices  (including 
mediciil  supplies)  such  .is  both  covered 
and  non-covered  devic(!.s,  iis  w(!ll  ;is  a 
short-term  snp])ly  of  disposiihle  devices. 
Additioiiiilly,  some  commenters 
rixpiested  clarification  on  the  timing  of 
th(!  ‘K)-d;iy  loan  period  and  what  to 
report  if  the  loan  goes  beyond  00  days. 
Wt!  ills!)  receiv(!d  a  comment  to  short (!n 
the  loan  period  to  00  days. 

Hasponsc^:  We  a})pr(!ciate  the 
comments  and  agree  that  this  exclusion 
can  include  a  broad  range  of  devices. 

We  have  finalized  that  this  exclusion 
may  include  loans  for  cov(!red  devices, 
as  well  as  those  under  dev(!lo])ment.  We 
also  have  finalized  that  this  will  include 
a  su])])ly  of  disposable  or  single  use 
devices  (including  medical  sup])lies) 
intended  to  last  for  no  more  than  00 
diiys.  We  believe  that  th(!se  ])roducts 
should  he  treated  similarlv  to  non- 
dis])osahli!  devices  and,  ther(!for(!, 
should  hi!  included  in  th(!  !!xclusion. 
Howev!!!’,  we  do  not  h(!lieve  that 
ii])|)licat)le  miinufacturers  should  hi! 
iillowed  to  provide  iin  unlimited  su])ply 
!)f  these  ])roducts  iind  still  fall  within 
th(!  exclusion,  so  we  ari!  (!slahli.shing  a 
00-day  supply  .is  the  limit.  If  an 
appli!:ahle  manidacturer  |)rovides  a 
specific  disposable  or  singh!  ns(!  device 
for  more  than  00  days  (even  if  provided 
over  multiple  dates),  the  ])roducts 
provide!!!  hevoiul  the  OO-elay  su])ply  will 
1)!!  suhj!!!:t  t!)  til!!  r!!p!)rling  reeiuirements. 

F!)!'  a  single  proeluct  the  t!)tal  number 
!)f  elays  for  the  hxm  shoukl  not  exceeel 
00  elays  k)!’  the  entire  year,  regarelless  !)f 
whether  the  00  days  were  ceaiseeaitive. 
We  believe  that  this  aligns  with  the 
intenti!)!!  of  the  statute  to  limit  the  loan 
peri!)!!  to  t)0  elays  and  n!)t  allow  a  new 
loan  t!)  start  at  the  enel  of  the  previous 
k)an  peri!)!!,  thus  av!)i!ling  the  reporting 
riKjuirements.  In  the  event  that  the  loan 
!)f  il  n!)n-!lispOSal)k!  !leviC!!  !!X!:!!!!!ls  00 
!lays  (for  the  entin!  !;ak!n!lar  year),  the 
a])pli!;al)k!  manufa!;tur!!r  shoukl  start 
r!!p!)rting  as  if  the  loan  began  !)n  !lay  01. 
We  !k)  n!)t  believe  that  r!!])orting  the 
pri!)r  tfO  !lays  as  a  paym!!nt  !)r  !)th!!r 
tninsfer  !)f  value  w!)ukl  greatlv  in!:r!!as!! 
til!!  ])aym!!nt  value  whi!;h  w!)ukl  1)!! 
misl!!a!ling  to  c!)n.sum!!rs.  A!klitionally, 
if  a  !k!vi!:!!  is  ])ur!:has!!!l  within  00  !lays, 
til!!  appli!:ahk!  manufa!:lur!!r  !lo!!S  not 
n!!!!!l  to  rei)!)rt  tli!!  loan  sin!;e  the  loan 
was  k!.ss  than  00  !lays.  The  loan  iierio!! 
is  statutorily  defiii!!!!,  so  we  !lo  luit  have 
the  authority  to  kiwer  it,  hut  appr!!!;iat!! 
the  input  that  00  !lay.s  shoukl  he  UKire 
than  suffi!;ient  for  the  loan  perio!l. 
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(8)  Coiilractual  Warranty 

While  this  exclusion  was  not 
addressed  in  the  ])ro|)ose(l  rule,  we 
receivtul  a  few  comments  on  it.  S(!ction 
112H(J(e)(l())(B)(v)  excludes  "items  and 
.services  ])rovi(l(;d  under  a  contractual 
warranty,  including  the  replacement  of 
a  covered  device,  when;  In;  terms  of  the 
warranty  are  set  forth  in  the  |nircha.se  or 
lease  agretmient  for  the  covered  device.” 

(joninuHit:  Some  commenters 
recommended  that  (IMS  allow  the 
exclusion  to  extend  to  items  and 
services  provided  under  a  contractual 
warranty,  regardless  of  whether  or  not 
the  warranty  period  had  expired.  These 
comments  .stated  that  often  apiilicahle 
mamd'acturers  grant  the  terms  of  a 
warranty  even  after  the  |)eriod  has 
expired.  Additionally,  a  few 
commenters  rec:ommended  that  the 
exclusion  should  include  other  product 
contracts,  such  as  ju'oduct  sale 
agreements,  maintenance!  service 
agreements,  and  technical  support 
agreements.  Finallv,  a  few  commenters 
also  recommended  that  replacement 
products  as  a  part  of  a  ])rodnct  recall 
should  he  included  in  this  categorv. 

/fe.s/jo/j.se;  W(!  appreciate  the 
comments  and  agree  that  it  is  not 
materially  difhirent  for  an  a])plicahle 
manufactnn!!'  to  grant  the  terms  of  a 
contractual  warranty  before  the  j)eriod 
expires  or  afterwards.  We  have  finalized 
that  as  long  as  the  contract  warranty 
specified  the  terms  i)rior  to  ex])iration 
and  the  terms  do  not  change,  then  the 
exclusions  may  extend  to  items  and 
services  provided  outside  the  ex])iration 
period.  We  believe  the  exclusion  should 
extend  beyond  the  express  time  ])eriod 
of  the  warranty,  since  the  warranty 
terms,  and  thus  the  relationship,  are  the 
same  before  or  after  the  expiration 
period  and  it  will  he  misleading  to 
consumers  to  only  include  a  ]K)rtion  of 
the  relationships. 

In  addition,  we  agree  that  there  are 
numerous  other  contractual  agreements 
that  are  similar  to  a  warranty  agreement, 
hut  are  not  s])ecifically  excluded.  We 
luilieve  that  .service  or  maintenance 
agreements  are  .so  similar  to  warrantv 
agreeuKiiits  that  it  may  be  difficult  to 
consumers  and  ap])licahle 
manufacturers  to  meaningfullv  .se])arate. 
We  also  believe  the  replacement 
products  in  the  case  of  a  j)rodnct  recall 
are  materially  similar  and  should  he 
included,  (iiven  tlu!  similarities,  we 
have  finalized  that  items  and  servic:e.s 
provided  under  a  contractual  service  or 
maintenance  agreement  will  also  he 
subject  to  the  exclusion. 


(0)  Clovered  Recipient  Acting  as  a 
Patient 

While  this  exclusion  was  not 
addressed  .s|)ecificallv  the  proposed 
rnl(!,  we  received  a  few  comments  on  it. 
Section  1128(:(e)(l())(13)(vi)  of  the  Act 
excludes  "a  transfer  or  anything  of  value 
to  a  covenid  recipient  when  the  covered 
reci|)ient  is  a  patient  and  not  acting  in 
the  professional  capacity  of  a  covered 
recipient.” 

(.V);7i/ne;!/;  A  few  commenters 
recommendetl  that  (IMS  include  in  this 
exclusion  situations  when  a  covered 
reci])ient  is  a  subject  in  a  re.search  study. 

Rt;spons(i:  We  a])pr(!ciate  the 
comments  and  agree  that  a  covered 
recipients  participating  as  a  subject  (and 
not  in  a  profe.ssional  cajjacity]  in  a 
re.search  study  is  the  same  as  being  a 
patient  and,  should  he  included  in  the 
exclusion. 

(10)  Provision  of  Healthcare 

Although  the  exclusion  was  not 
discussed  in  detail  in  the  propostxl  rule, 
we  did  receive  a  few  comments.  Section 
1128('.(e)(l())(B)(x)  excludes  “in  the  ca.se 
of  an  a])])lical)le  manufacturer  who 
oilers  a  self-insured  plan.  |)ayment.s  for 
the  provision  of  health  care  to 
employees  under  the  j)lan.” 

(A)iuiiinnt:  A  few  commenters 
recommended  that  CIM.S  clarify  that  this 
exclusion  includes  tlu!  provision  of 
health  care  to  l)c)th  coveriid  recipients 
and  their  families  covered  under  the 
self-insured  i)lan.  Similarly,  received 
few  commenters  di.scussed  other 
situations,  outside  a  .self-insured  plan 
when  an  a])])licahle  manufacturer  may 
reimhur.se  a  ])hvsician  for  provision  of 
health  care  .services  to  employees. 

Hesponsa:  We  a])j)reciate  the 
comments  and  agree  that  payments  to 
covered  recijiients  for  services  rendered 
to  family  members  receiving  care  under 
a  self-insured  j)lan  .should  also  he 
exchukid  frcmi  the  rejjorting 
reejuirements.  Similarlv,  we  believe  that 
the  provision  of  healthcare  to  em])lovees 
should  extend  beyond  that  offered 
under  a  self-insured  plan.  We 
luukirstand  that  aj)])licahle 
manufacturers,  both  self-insured  and 
otherwise,  may  provide!  healthcare 
services  to  em])loy(!e.s  b(!yond 
traditional  insurance.  We  l)(!lieve  that 
for  the  ]mr])ose.s  of  this  exclusion  there 
is  little  material  difference  between  the 
])rovi.sion  of  healthcan!  under  a  self- 
insnred  ])lan  and  provision  of 
lu!althcare  outside  a  .self-in.sur(!d  |)lan. 
W(!  have  finalized  that  this  categorv 
encompasses  other  situations,  beyond  a 
.self-insured  jilan.  when  an  aj)plicahle 
manufacturer  makes  a  payment  to  a 
covered  reci])ient  as  part  of  healthcare 


.services  jjrovided  to  the  manufacturer’s 
employees  or  their  family,  such  as  at  an 
on-site  clinic  or  at  a  health  fair. 

(11)  Nonmedical  Professional 

This  exclusion  was  not  specifically 
addressed  in  the  proj)o.s(!d  rule  and  we 
did  not  receive  s])ecific  comments  on  it, 
and  we  have  finalized  it  as  pro])o.se{l. 
.Section  1 128Cl(e)(l())(B)(xi)  of  the  Act 
(!xcludes  “in  the  case  of  a  coven!d 
recipient  who  is  a  licensiul  nonmedical 
professional,  a  transfer  of  anything  of 
value  to  the  covered  reci])ient  if  the 
transfer  is  solely  for  the  non-medical 
profe.ssional  .services  of  such  licensed 
nonmedical  profe.ssional.” 

(12)  Civil  or  Criminal  Action  or 
Administrative  Proceeding 

Although  this  exclusion  was  not 
specifically  addres.sed  in  the  proposed 
rule,  we  did  receive  a  few  comments  on 
it.  Section  1128C(e)(l())(B)(xii)  of  the 
Act  excludes  “in  the  case  of  a  cov(!red 
recipient  who  is  a  physician,  a  transfer 
of  anything  of  value  to  the  covered 
r(!ci])ient  if  the  transfer  is  ])ayment 
solely  for  the  servic:es  of  a  covenul 
recipient  with  respcul  to  a  civil  or 
criminal  action  or  an  admini.strative 
|)roceeding.” 

(Joninwnl:  A  few  commenters 
recommended  that  CMS  clarify  the 
exclusion  to  include  specific  legal 
])roceedings  or  arrangements,  such  as 
legal  defense,  prosecution,  .settlement  or 
judgment  of  a  civil  or  criminal  action 
and  arbitration  or  other  legal  action. 

IhisponsH:  We  appreciate  the 
comments  and  agree  that  the  agem;y  can 
help  clarify  this  exclusion.  We  will 
finalize  that  other  specific  legal 
relationshijjs  will  he  included  in  the 
exclusion.  We  h(!lieve  that  there  are 
numerous  legal  proci!eding.s  that  require 
physician  involvement  and  we  plan  to 
exclude  all  of  them,  in  order  to  allow  for 
clear,  consistent  reporting  reqinrements 
for  applicable  manufacturers,  covered 
recipients,  and  consumers. 

k.  Indirect  Payments  or  Other  Transfers 
of  Value  Through  a  Third  Party 

Section  n28(i(e)(l())(A)  of  the  Act 
also  excludes  the  reporting  of  ])aynient.s 
or  other  transfers  of  value  that  an 
applicable  manufacturer  makes 
indirectly  to  a  covened  r(!c:i])i(!nt  through 
a  third  })arty  where  the  applicable 
manufacturer  is  unaware  of  the  identity 
of  thc!  c:overc!cl  rcutpient.  However,  anv 
pavment  or  othen’  transfer  of  value 
provided  to  a  c:oveiecl  rec:ij)ient  through 
a  third  party,  wlutlu!!'  or  not  the  third 
party  is  under  c:c)mmon  ownership  with 
an  applic.ahle  manufacturccr  or  opc!rating 
in  the  IJ.S..  must  he  rejjorted  if  the 
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applicable  manufacturer  is  aware  of  tlie 
covenul  recipient's  identity. 

In  tile  proposed  rule,  we  projiosiul 
that  indirect  payments  are  excludable 
when  an  ajipiicable  manufacturer  is 
unaware  of  the  identity  of  the  covered 
mcipienl  and  explained  that  an 
applicable  manufacturer  is  unaware  of 
the  identity  if  the  applicable 
mannfactim'r  does  not  know  (as  defined 
in  §403.002)  the  identity  of  the  covered 
nicipient.  The  definition  of  “know"  in 
§403.002  provides  that  a  person,  with 
mspect  to  information,  has  actual 
knowledge  of  the  information,  acts  in 
deliberate  ignorance  of  the  information, 
or  acts  in  mckless  disregaril  of  the  truth 
or  falsity  of  the  information.  This 
standard  is  i;onsistent  with  the 
knowleilge  standard  set  forth  in  manv 
laws,  including  the  Fakse  C.laims  Act. 
aiul  we  believed  it  is  one  with  which 
many  a])plicable  mamdacturers  are 
already  familiar. 

Commen/;  Numerous  commenters 
discnsseil  when  an  ajiplicable 
manufacturer  should  he  recpiired  to 
rejiort  indirect  jiayments  to  covered 
mcipients  matle  through  a  third  party. 
Many  commenters  recommended 
additional  interjiretations  to  further 
clarify  when  an  indirect  jiayment  is 
niportable.  A  few  commenters 
recommended  that  all  indirect  jiayments 
should  he  excluded  from  the  rejiorting 
nujuirements:  however,  some  other 
commenters  .suj)|)orted  the  rejiorting  of 
indirect  jiavnients.  .Similarly,  some 
commenters  nHjuestiul  that  jiayments  or 
other  transfers  of  value  made  through 
certain  third  jiarties.  such  as  medical 
jirofessional  societies,  be  carved  out  of 
tlie  third  jiartv  rejiorting  recjuirements 
such  that  Jiayments  to  covered 
recijiients  made  through  the.se  entities 
would  not  he  rejiortable. 

Many  commenters  did  not  advocate 
excluding  all  indirect  jiayments.  but 
instead  recommended  wavs  to  limit 
wliicdi  indirect  jiayments  would  be 
rejiorted.  (3ne  common  recommendation 
was  to  limit  the  reporting  of  indirect 
Jiayments  to  those  under  control  of  the 
ajijilicahle  manufacturer.  Commenters 
de.scrilKul  this  concejit  in  various  wavs, 
but  generally  suggested  that  rejiorting 
should  he  limited  to  when  an  ajijilicalile 
mannfactnrer  has  control  of  the 
.selection  of  the  recijiient  of  the 
Jiayment.  and  not  merely  when  they  are 
aware  of  the  covered  recijiient's 
identity. 

Another  common  comment  was  that 
indirect  jiavments  or  other  transfers  of 
value  should  only  be  rejiorted  if  they  are 
at  the  recjnest  of  or  designated  on  behalf 
of  a  covered  recijiient.  These 
commenters  stated  that  this  was  the 
statutory  intent  for  rejiorting  indirect 


Jiayments  given  the  language  recjuiring 
rejiorting  of  jiayments  made  at  the 
request  of  or  designated  on  behalf  of  a 
covered  recijiient  to  a  third  jiarty 
recijiient.  A  suli.set  of  these  commenters 
recommended  that  in  order  for  a 
Jiayment  to  he  rejiorlalile.  the  ajijilicalile 
manufacturer  nuKst  notify  both  the 
covered  recijiient  and  the  third  jiarty 
that  the  jiayment  will  be  rejiorted  and 
receive  concurrence  that  it  is  accurate. 
Finally,  a  few  commenters 
recommended  that  the  ajijilic  alile 
manufacturer  must  recjuire,  instruct  or 
direct  the  third  jiarty  to  jirovide  a 
Jiayment  or  other  transfer  or  value  (or  a 
jiortion  of  one)  to  a  covered  recijiient(s). 

liffsponsH:  We  ajijireciate  the 
iximments  and  agree  that  CM.S  should 
consider  ways  to  further  clarify  when  an 
indirect  jiayment  or  other  transfer  of 
value  should  be  rejiorted.  In  addition, 
we  intend  that  this  exclusion  refers  to 
both  Jiayments  and  other  transfers  of 
value,  desjiite  references  in  the 
jirojiosed  rule  to  only  transfers  of  value. 

\Ve  do  not  agree  that  all  indirect 
Jiayments  or  other  transfers  of  value 
should  be  excluded  from  the  rejiorting 
recjuirements.  .Section  1128(i(e)(1())(A) 
of  the  Ac'.t  .states  that  the  excdusion  of 
inclirec.t  jiayments  or  cither  transfers 
made  through  a  third  jiartv  is  limited  to 
situations  “where  the  ajijilic;able 
manufac.lurer  is  unaware  if  the  identity 
of  the  c;overed  rec.ijiient."  This  iudic:ates 
that  indirect  jiayments  or  cither  transfers 
of  value  where  the  ajijilic:able 
manufacturer  is  (iwaiv  of  the  identity  of 
the  cxivered  recajiient  mu.st  he  rejiorted. 
and  only  those  where  the  ajijilic:alile 
manufacturer  is  unaware  of  the  identity 
are  excduclecl.  Moreover,  we  believe  that 
excluding  from  the  reporting 
recjuircnnents  all  jiayments  made 
through  a  third  party  would  caeate  a 
.signific:ant  Iciojihole  by  allowing 
manufacturers  to  funnel  jiayments 
through  a  third  jiarty  ancl  not  rejiort 
them:  suc:h  a  Iciojihole  would 
significantly  unclermine  the  intent  of  the 
rejiorting  recjuirements.  Additionally, 
we  do  not  believe  that  we  have  statutory 
authority  to  c:arve  out  otherwise 
rejiortable  inclirec;t  jiayments  made 
through  jiarticidar  third  jiarties,  suc;h  as 
meclic:al  jirofessional  societies. 

With  regard  to  the  rcicommendation 
that  inclirec:t  jiaymcmts  shoidcl  only  he 
rejiorted  when  under  the  caintrol  of  the 
ajijilic:alile  manuiac:turer,  we  believe 
that  controlling  the  selection  of  a 
rec;ijiient  is  different  than  being  aware;  of 
the  identity  of  the  rc;c:ijiient.  (’.ongress 
lia.sed  the  exclusion  on  an  ajijilicalile 
manufacturer  bc;ing  unaware  of  a 
c:civerecl  recijiient's  identity,  not  on  the 
ajijilic:alile  manufac:turer  lacking  control 
over  the  .selection  of  the  coverecl 


recnjiient.  Ac:c:circlingly.  we  do  not 
believe  that  ('.ongress  intended  lack  of 
c;cinlrcil  to  be  the  basis  for  the  inclirc;c:t 
Jiayment  exedusion.  Additionally,  we 
lieiieve  that  rec.eiving  a  jiayment  or 
other  transfers  of  value;  from  an 
ajijilic:alilc;  manufacturer  c:oulcl  lead  to 
c;cinflicts  of  intc;rc;st,  even  in  the;  c;vc;nt 
that  the;  ajijilic:ablc;  inannfacturer  does 
not  clirc;ctlv  c:cintrol  the  sc;lc;c;ticin  of  the 
ccivc;rc;cl  rc;c:ijiic;nt. 

.Similarly,  we  al.so  do  not  believe  that 
the  statutory  language  suggt;sts  that 
indirect  jiayments  or  cither  transfers  of 
value  arc;  only  rc;jiortalilc;  if  they  are 
made  at  the  recjuc;st  of  or  dc;signatc;d  on 
behalf  of  a  c:civc;rc;cl  rc;c;ijiic;nt.  The 
jiarc;nthc;tic:al  rc;fc;rc;nc:c;  in  section 
1128C;(a)(l)(A)  of  the  Act  refers  to 
Jiayments  or  cither  transfers  of  value 
made  to  an  entity  or  individual  cither 
than  a  c;civc;rc;cl  rec:ijiic;nt  on  behalf  of  or 
at  the  rc;quc;st  of  a  covered  rc;c:ij}ient.  We 
believe  this  situation  is  different  from 
one  in  whic;h  a  jiayment  is  jirovided  to 
a  third  jiarty  and  jiassed  through  to  a 
c:civc;rc;cl  rectjiient,  as  rc;fc;rc;nc;c;cl  in  the 
c;xc:lusicin  in  section  1128(i(c;)(1())(A)  of 
the  y\c;t.  In  situations  whc;rc;  a  covered 
rc;c:ijiic;nt  requests  that  a  jiayment  or 
cither  transfer  of  value  be  jirovided  to  a 
third  Jiarty,  and  the  third  jiarty  in  turn 
jirovides  the  jiayment  or  other  transfer 
of  value  to  the  c:ovc;rc;cl  rc;c:ijiic;nt,  the 
Jiayment  must  be  rejiorted  under  the 
name  of  the  cxivered  recijiient. 

We  agrc;c;  with  the  c:cinnnc;nts  that  we 
should  Jirovide  some  guidance;  on  when 
indirect  jiayments  must  be;  rc;jicirtc;ct.  We 
understand  that  there;  arc;  c:irc:uinstancc;s 
where  an  ajijilicalile  manufacturer 
makes  a  jiayment  to  a  third  jiarty,  whic.h 
will  he  jias.sed  inclirc;c;tly  to  a  c;civc;rc;cl 
rc;c:ijiic;nt,  unbeknownst  to  the 
ajijiHc:alile  manufac:turc;r.  For  examjile, 
an  ajijilic;atile  manufac:turc;r  could  make 
a  Jiayment  to  a  c;cinsulting  firm  for 
Jirofessional  services  and  the  consulting 
firm  inc;iclc;ntally  emjilovs  a  jihysicaan 
on  the  jiroject.  The  ajijilic;atile 
manufacturer’s  jiayment  was  ultimately 
transmittc;cl,  at  least  in  jiart,  to  a 
jihysician  c:civc;rc;ci  rc;c:ijiient,  hut  not 
lic;c:au.se  the  ajijilic:ahlc;  manufacturer 
clirc;c;tc;d  that  the  jiavmc;nt  be;  made  to  a 
sjic;c:ific  jihysician,  or  to  any  jihysic:ian 
at  all.  We  lic;lic;vc;  that  in  the.sc; 
situations,  it  wcndcl  be;  inislc;acting  to 
rc;cjuirc;  rc;jicirting  of  the  rc;laticinshiji, 
sinc:c;  the  ajijilicalile;  manufac:turc;r  did 
not  intend  circ;xjic;ct  that  a  c:civc;rc;cl 
rc;c:ijiic;nt  would  rec:c;ivc;  any  jiortion  of 
the  Jiayment  or  other  transfer  of  value. 

In  order  to  address  this  c;oncc;rn  ancl 
c:larify  when  an  inclirecd  jiayment  must 
he  rejiorted,  we  have  jirovided  for  the 
jiurjio.ses  of  these  regulations  a 
definition  of  “indirect  jiayments  or 
cither  transfers  of  value”  in  §403.902. 
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The  definition  stat(!s  that  an  indirect 
payment  or  otlier  transfer  of  value  is  one 
that  an  a])})lical)le  manufacturer 
recpures,  instructs,  or  directs  to  l)e 
provided  to  a  covered  recipient, 
regardless  of  \vheth(!r  the  applical)le 
manufactuna'  s))ecifies  the  s])ecific 
cov(;red  nicijjient.  I'’or  example,  if  an 
applicable  manufacturer  ])rovided  an 
unrestricted  donation  to  a  ])hysician 
])rofessional  organization  to  use  at  the 
organization’s  discretion,  and  the 
organization  cho.se  to  use  tlie  donation 
to  make  grants  to  j)hvsicians,  those 
grants  would  not  constitute  "indirect 
l)ayments”  l)ec;ause  the  api)licahle 
manufaflurer  did  not  require,  instruct, 
or  direct  the  organization  to  use  the 
donation  for  grants  to  jdiysicians.  The 
physician  professional  association  could 
have  used  the  donation  for  another 
purj)ose  at  its  discretion.  In  this 
situation,  the  ajjplicahle  manufacturer 
would  not  he  recpnred  to  re])ort  the 
donation,  even  if  a  jiortion  of  the 
])ayment  or  other  transfer  of  value  was 
ultimately  provided  to  a  covered 
recipient  as  a  grant  (or  some  other  tyjie 
of  payment  or  other  transfer  of  value)- 
However,  if  an  applicable  manufacturer 
gave  money  to  a  medical  professional 
society  earmarketl  for  the  ])nr])o.se  of 
funding  awards  or  grants  for  physicians, 
the  awards  or  grants  would  constitute 
indirect  ])ayment.s  to  covered  recii)ients 
and  would  he  subject  to  the  re])orting 
uupnrements.  In  another  exam])le,  an 
applicable  manufacturer  mav  ])rovide  a 
general  payment  to  a  clinic  ibr  one  of  its 
employed  physicians  to  review 
materials.  In  this  case,  the  api)lic:ahle 
manufacturer  directed  that  the  payment 
he  provided  to  a  ])hysician  covered 
recipient,  so  it  would  constitute  an 
imlirect  payment  and  would  he  a 
reportable  indirect  payment  or  other 
transfer  of  value. 

(kmiment:  A  number  of  commenters 
recommended  alternative  definitions  of 
“aware.”  For  example,  many 
commenters  reccmmiended  that  we  use 
a  standard  of  "actual  knowledge”  or 
“constructive  knowledge,”  rather  than 
the  False  Claims  Act  standard. 
Additionally,  manv  commenters  also 
discussed  an  ajjplicahle  manufacturer’s 
affirmative  duty  to  investigate  the 
ichmtities  of  covered  nicipients.  The 
commenters  suggested  that  aj)plicahle 
manufacturers  should  not  have  an 
affirmative  duty  to  determine  the 
identity  of  a  covered  rec:ipient,  hut  that 
the  proposed  definition  of  awareness 
meant  that  a])]dicahle  manufacturers 
would  have  an  affirmative  duty.  The.se 
commenters  stated  that  an  apjjlicable 
manufacturer  would  he  in  reckless 
disregard,  if  it  knew  that  a  payment  or 


other  transfer  of  value  went  to  a  covered 
reci])ient,  hut  did  not  .s])(!cificallv  know 
the  identity  of  the  covered  recipient. 

.Similarly,  some  commenters  also 
discnsstul  the  language  in  the  i)roj){).sed 
rule  that  attributes  awanmess  of  the 
identity  of  the  covered  recipient  by  an 
ag(!nt  of  the  ap|)licahle  manufacturer  to 
the  a])plicahle  manufacturer. 

Commenters  both  supported  and 
o])po.sed  the  propo.sal.  .Some  of  these 
commenters  recommended  that  CM.S 
provide  additional  information  on  how 
the  agency  interpreted  "agent.” 

Finally,  many  commenters  also 
recommended  that  CM.S  apply  some  sort 
of  time  restriction  on  the  awareness 
re(]uirement.  The  projjosed  rule  did  not 
.s])ecify  whether  there  was  a  specific 
time  period  for  awareness  of  the  identity 
of  the  covered  recipient,  so  the 
commenter  requested  clarification. 

Many  of  the  commenters  recommended 
that  an  applicable  manufacturer  must  he 
aware  of  the  identity  of  a  covered 
recipient  at  the  time  of  payment. 
Whereas,  other  comments  provided 
slight  variations,  such  as  awareness  at 
the  time  the  payment  is  committed  or 
agrecul  iq)on.  hut  in  general  the  majoritv 
of  commenters  focused  on  the  time  of 
payment. 

Hasponsa:  We  ajq)reciate  the 
comments  on  alternative  interpretations 
of  the  statutory  tem  "unaware”; 
however,  we  have  decided  to  finalize 
onr  proposed  definition  that  an 
applicable  manufacturer  is  “unaware”  i 
it  does  not  know  tlu;  identity  of  a 
covered  recijiient,  and  that  "know” 
means  that  the  mannfactnrer  has  actual 
knowledge  of  the  identity  or  acts  in 
deliberate  ignorance  or  reckless 
disregard  of  the  identity.  We  appreciate 
the  concerns  about  the  knowledge 
standard,  hut  we  are  concerned  that  the 
actual  knowledge  standard  suggested  by 
several  commenters  is  too  limiting.  An 
actual  knowledge  standard  could 
potentially  allow  applicable 
manufacturers  to  direct  payments  to  a 
limited  category  or  subset  of  individuals 
and  avoid  the  re])orting  requirements  hv 
not  knowing  the  names  of  the  specific 
covered  recij)ients  and  claiming  a  lack 
of  actual  knowledge.  We  believe  that  hv 
clarifying  that  ap])licahle  manufacturers 
must  only  re])ort  indirect  ])ayments  or 
oth(!r  transfers  of  value  that  they  direct 
or  instruct  third  parties  to  ])ay  to 
covered  reci])ient.s,  we  will  address 
some  of  the  commenters’  concerns  about 
the  broader  knowledge  standard. 
Therefore,  if  a  payment  meets  the 
definition  of  an  indirect  jiayment  or 
other  transfer  of  value  in  403.902,  then 
the  payment  can  only  he  excduded  from 
the  reporting  recpurements  if  the 
applicable  manufacturer  did  not 


"know”  the  identity  of  the  covered 
recipient,  as  defined  in  ^  403.002. 
However,  we  want  to  clarify  that,  for 
purpo.ses  of  this  rule  only,  we  will  not 
consider  an  a])j)licahle  manufacturer  to 
he  acting  in  deliberate  ignorance  or 
reckle.ss  disregard  of  a  covered 
nicipient’s  identity  in  situations  when 
the  reason  a  payment  or  other  transfer 
of  value  is  being  made  through  a  third 
l)arty  is  that  the  identity  of  the  covered 
nicipient  remains  anonymous.  For 
exanq)le,  an  applicable  manufacturer 
may  hire  a  market  research  firm  to 
conduct  a  double-blinded  market 
research  .study,  which  includes  paying 
physicians  .S.'S!)  for  responding  to  a  .set 
of  questions.  The  ap})licable 
manufacturer  clearly  intends  a  pc)rtion 
of  the  payment  to  be  jjrovided  to 
physicians,  but  given  that  the  reason  for 
the  third  jiarty’s  involvement  is 
specifically  to  maintain  the  anonymity 
of  the  resjjondents  and  .s])on.sor.  we  do 
not  intend  this  to  he  considered  a 
reportable  indirect  jiayment  or  other 
transfer  of  value. 

We  recognize  that  by  finalizing  the 
pro])osed  definition,  apjjlicable 
manufacturers  may  still  feel  they  have 
an  affirmative  duty  to  determine  the 
identity  of  covered  recipients.  However, 
our  intention  with  this  definition  is  to 
prevent  a])|)licahle  manufacturers  from 
directing  payments  to  a  di.screte  set  of 
covered  recipients  whose  identiti(!s  the 
manufacturer  mav  not  actuallv  know, 

1  hut  could  easily  ascertain.  For  exam])le. 
we  believe  that  a  manufacturer  that 
directs  a  third  party  to  make  j)ayments 
to  the  top  hilling  cardiologists  in  a 
certain  city  or  the  chiefs  of  staff  of  a 
certain  class  of  hos])ital.s  should  Ik; 
recpured  to  report  these  payments,  even 
though  they  do  not  have  actual 
knowledge  of  the  identities  of  such 
individuals.  However,  we  do  not  nupnre 
reporting  of  every  payment  that  an 
aj)plicahle  manufacturer  makes  through 
a  third  party  that  is  ultimately  provided 
to  a  covered  recipient:  rather,  the  intent 
is  to  recjuire  reporting  of  indirect 
payments  where  applicable 
manufacturers  know  or  should  know  the 
identity  of  the  covered  recipients  who 
receive  them. 

We  appreciate  the  comments 
regarding  awareness  of  an  agent  of  an 
ap|)licahle  manufacturer  of  the  identity 
of  a  covered  reci])ient;  however,  we 
have  finalized  the  re(|nirement.s  as 
propo.sed.  We  understand  that 
awareness  by  an  agent  is  somewhat 
different  than  awareness  of  the 
ap])licahle  mannfactnrer.  hut  believe  the 
reporting  of  indirect  payments  in  this 
situation  is  warranted.  Otherwise, 
ajjplicahle  manufacturers  could 
structure  their  business  model,  so  that 
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payments  are  limneled  through  an  agent 
that  selects  the  recijiients.  However,  we 
do  not  intend  the  concept  ol  an  agent  of 
the  applicable  manulacturer  to  he 
mei'ely  any  third  party  with  a 
connection  to  the  ajjplicahle 
manufacturer.  Insttiad.  we  intend  the 
term  to  refer  to  legal  agents  acting  on 
Inlialf  of  the  applicable  manufactun'r. 

Finally,  we  agree  that  applicable 
manufacturers  should  not  he 
responsible  for  tracking  and  re])orting 
indirect  payments  or  other  transfers  of 
value  indefinitely.  However,  we  do  not 
agree  that  the  time  period  for  awareness 
of  the  identity  of  the  covenul  recij)ient 
should  he  limited  to  the  tinn;  the 
applicable  manufacturer  made  the 
payment  to  the  third  party.  We  are 
concerned  that  this  would  allow 
applicable  manufacturers  to  funnel 
payments  or  other  transfers  of  value  to 
third  parties,  and  thereafter  direct  them 
to  specific  i:overed  recipients,  thus 
potentiallv  avoiding  the  reporting 
r(H|nirements.  Additionally,  we  believe 
then;  are  multiple  dates  which  could  he 
rej)orted.  such  as  the  date  the  applicable 
manufacturer  decides  to  make;  the 
payment,  or  the  date  the  pavment  is  sent 
to  or  received  by  the  third  party,  making 
it  difficult  to  standardize  a  poliev.  After 
reviewing  the  comments,  we  will 
finalize  that  for  the  j)urj)o.ses  of  this 
exclusion,  an  a])plicahl(;  manufacturen' 
nni.st  he  unaware  of  tin;  identity  of  a 
covered  reci])ient  during  the  reporting 
year  and  the  second  (piarter  of  the 
suhsiHiuent  \a;ar  following  the  transfer 
of  the  ])ayment  from  the  third  partv  to 
tin;  i:ovenHl  recipient.  Tlierefore.  if  an 
applicable  mannfactiirer  becomes  aware 
of  the  iclentitv  of  a  covered  recipient  on 
or  before  June  3()th  of  the  year  following 
the  year  in  which  the  payment  is  made 
by  the  third  party  to  the  covered 
recijjient.  then  the  jjavment  or  other 
transfer  of  value  must  he  reported.  Ff)r 
exam|)le.  an  applicable  manufacturer 
makes  a  pavment  to  a  medical 
professional  society  in  March  2013  with 
instructions  to  use  the  money  to  provide 
grants  to  physicians.  This  payment 
meets  the  definition  of  an  indirect 
|)ayment.  since  the  applicable 
manufacturer  earmarked  the  pavment 
for  the  |)hysician  grants.  The 
professional  .societv  selects  and  makes 
j)ayments  to  the  grantees  in  April  2013 
and  alerts  the  sjxnisoring  ajjplicahle 
manufacturer  to  the  grant  reci])ients  in 
June  2013.  SiiK:e  the  applicable 
mannfactnrer  h(u:ame  aware  of  the 
identity  of  tin;  ct)vered  r(;ci])ients 
receiving  the  grants  during  the  rei)orting 
year  in  which  the  payment  was  made, 
the  payment  or  other  transfer  of  value 
mu.st  be  reported.  Similarly,  if  tin; 


payment  was  made  in  November  2013, 
and  the  profe.ssional  societv  provided 
the  names  of  the  grant(;es  to  the 
ap})lical)le  manufacturer  in  A|)ril  2014. 
the  pavment  would  he;  reportable  as  |)art 
of  the  ap|)lical)U;  maiudactur(;r‘s  r(;port 
for  CY  2014. 

In  (l(;t(;rmining  this  standard,  we 
sought  a  defiinte  time  p(;rio{i,  since  tin; 
a])plicahl(;  manidactnn;r  may  not  know 
the  .selection  and  ])ayment  jjroce.ss  of 
the  third  party  making  the  actual 
jjayment  to  the  cover(;tl  recipient.  We 
also  sought  a  uniform  cait  off  point  for 
all  payments  or  other  transfers  of  value 
in  a  reporting  year.  rath(;r  than  a  rolling 
time  peri(jd.  which  would  lx;  based  on 
the  ilate  of  payment  (such  as  (i  or  12 
months  after  the  date  of  j)ayment).  We 
believe  a  rolling  date  would  he  difficidt 
due  to  the  reasons  outlined  jjreviouslv 
regarding  inconsi.stency  in  the  date  of 
])ayment.  as  well  as  due  to  operational 
difficulties  for  both  CMS  and  applicahh; 
manufacturers  to  trac;k  tin;  awarene.ss 
standard  for  each  |)ayment  or  other 
transfer  of  value.  In  order  to  .set  a  date 
which  applied  to  an  entire  year,  we 
ne(;ded  to  .set  a  date  beyond  the  end  of 
the  ri;porting  calendar  year  (Hecemher 
31),  which  allows  some  time  for  indir(;ct 
jjavinents  or  otlier  transfers  of  value 
made  lafi;  in  the  year  to  lx;  finaliz(;d. 
However,  we  did  not  want  to  set  a  time 
])(;rio(i  which  was  too  long  and  would 
ri;(jnire  applicable;  manufacturers  to 
re])ort  indirect  paym(;nts  that  w(;re 
made  s(;veral  years  jjiior.  We;  he;lie;ve; 
that  twe)  epiarters  l)e;ye)nel  the;  enel  e)f  the; 
))ayme;nt  re;])e)rting  ve;ar  is  suffie;ie;nt  fe)r 
payments  eer  e)ther  transfers  of  value; 
maele;  late;  in  the;  ye;ar. 

(Joninwnt:  Several  e:e)mme;nte;rs 
e|ue;stie)ne;el  the;  pre)e;e;ss  fe)r  reporting 
inelire;e:t  payments,  whie:h  was  not 
aelelresseel  in  ele;tail  in  the  prope)se;el  rule. 
A  few  e:omme;nte;r.s  suggesteel  that 
applie:al)le;  manidaelnrers  she)tdel  he; 
re;eiuireel  te;  label  all  ])ayme;nts  as  elir(;e;t 
eir  inelire;e:t  anel  re;j)e)rt  the;  entitv  ])aiel. 
.Similarly,  some  exmimenters 
re;e;e)mme;nele;el  that  CM.S  edarifv  the; 
amount  e)f  infe)rmatie)n  tluit  a  thiref  partv 
she)idel  he;  re;e]uire;el  te;  ])re)viele;  te; 
applie:able;  mannfae;tnre;rs  re;giireling 
inelire;e:t  peiyments  e)r  e)the;r  transfer  e)f 
value.  These;  e:e)mme;nte;r.s  e;x])re;s.se;el  that 
it  we)idel  he;  hurele;nse)me;  fe)r  thirel  partie;s 
te;  ])re)viele;  ele;taile;el  infe)rmatie)n  te; 
a|)plie;at)le;  mannfaelurers  re;g;ireling  the; 
re;e;ipie;nts  e)f  payments  maele  using  the 
manidae:ture;r’s  funeling.  Finally,  a  fe;w 
e:e)mme;nte;rs  alse;  ine|nire;el  al)e)ut  the; 
])re)e:e;ss  fe)r  re;pe)rting  j)ayme;nts  when 
midti])le;  a])])lie;al)le;  manulae:tnre;rs 
e;e)ntrit)ute;  te;  a  spe;e:ifie:  pavment  eer  e)the;r 
transfer  e)f  value.  Feer  e;xam])le;,  imdtiple; 
applie:al)le;  mannfae:ture;rs  nuiv  fund  a 
single  sj)e:ake;r. 


liasponsu:  We;  appre;e:iate;  the; 
e:e)mme;nts  anel  agree;  that  pre)vieling 
me)re;  ele;tail  is  ne;e:e;s.s<iry.  He)we;ve;r,  we; 
ele)  ne)t  l)e;lie;ve;  it  is  ne;e:e;ssary  to 
signifie:antly  e:h;mge;  the;  re;pe)rting 
re;e]inre;me;nts  fe)r  inelire;e;t  payments. 

Cive;n  the;  nnlave)nihle;  e:e)mme;nts 
snhmitte;el  re;gareling  the;  pre)])e)sal  te; 
elassily  re;se;are;h  payments  as  elire;e;t  eer 
inelire;e:t.  we;  he;lie;ve;  that  it  weeidel  he; 
similarly  e:e)nfnsing  te;  edassify  all 
payments  eer  e)the;r  transfers  e)f  value;  as 
either  elire;e:t  e)r  inelire;e:t.  Aelelitionally, 
we;  elo  ne)t  he;lie;ve  it  is  ne;e:e;ssary  e)r 
tip])re)))riate;  fe)r  (]M.S  te;  prewiele;  any 
re;eiuire;me;nts  on  the;  infejrmatiem  thirel 
partie;s  she)ulel  eer  shenilel  not  re;])e)rt. 
Applie:ahle  m;mufacture;rs  will  neeel  to 
we)rk  with  the;  thirel  ])artie;s  through 
whie:h  the;y  make;  payments  to  e:overe;el 
re;e:i])ie;nts  to  ensure;  that  the;  thirel 
partie;s  are;  taking  the;  ap])ro])riate;  steps 
te)  track  the  inelire;e:t  ])<iyme;nts.  We; 
re;e;e)gnize;  that  this  will,  in  some  e;ase;s, 
re;e]inre;  the;  thirel  parties  to  put  in  ])lae;e 
new  tnie:king  systems,  hut  we;  believe 
that  in  many  e:a.se;s.  sne;h  trae:king 
syste;ms  alreaely  exi.sl.  Feer  example,  we; 
he;lie;ve;  that  j)hysie;ian  ])re)fe;ssie)nal 
.se)e:ie;tie;s  genendly  keej)  tr!)e:k  e)f  the; 
phvsiedans  te)  whom  the;y  ])re)viele; 
ineln.strv-fnneleel  grants  anel  mav  ne)t 
neeel  te)  put  new  ;ie;e:e)nnting  syste;ms  in 
])lae:e;  in  e)rele;r  fe)r  a])plie:al)le; 
manufae:ture;rs  te)  be;  eihle  te)  e;e)m])lv  with 
the;  re;i)e)rting  re;e]uire;me;nts  of  this  rule. 
Finally,  we;  se;e;k  to  edarifv  the;  situation 
wheai  nudti])le;  applieiahle; 
manidae;ture;rs  i)re)viele;  ;i  payment  e)r 
e)the;r  transfer  e)f  value  te;  a  e:e)ve;re;el 
re;e:ipie;nt  thre)ugh  a  thirel  i)arty.  We; 
inte;nel  te)  alle)w  fe)r  fle;xil)ility  t)e;e;ause; 
we;  want  te;  ensure;  that  ne)  payme;nt  e)r 
e)the;r  transfer  e)f  value;  is  e:aptnreel  twie:o. 
Aj)j)lie:al)le;  manufae:ture;rs  anel  thirel 
])artie;s  may  we)rk  together  te)  ele;te;rmine; 
the;  l)e;.st  methoel  for  re;i)e)rting  the; 
payment  or  other  transfers  e)f  value,  as 
le)ng  as  the;  ));)yme;nt  e)r  e)the;r  transfer  e)f 
value;  gets  rej)e)rte;el.  We;  believe 
])ayme;nts  or  e)the;r  transfers  of  value; 
maele;  thre)ugh  a  thirel  party  te)  a  ce)ve;re;el 
re;e:ij)ie;nt  using  funels  from  multiple 
a])plie:al)le;  manufae:tnre;rs  will  he; 
limiteel,  sine:e;  the;  e:e)mpanie;s  wilt  be; 
re;e]nire;el  to  report  eenly  those;  ])avme;nts 
e)r  e)ther  transfers  e)f  value;  elire;e:te;el  te) 
e:e)ve;re;et  re;e:ipie;nts  anel  ne)t  unre;strie;te;el, 
ne)n-e;armarke;el  ]);iyme;nts. 

Comnwnl:  Nume;re)us  e;e)mme;nte;rs 
eiue;stie)ne;el  the;  re;])e)rting  e)n  inelire;e:t 
l)ayme;nts  e)r  e)the;r  transfers  e)f  value;  feer 
e;ehie:atie)n,  partieadarly  ae:e:re;elite;el  e)r 
e:e;rtifie;el  e:e)ntinuing  e;elue:atie)n  (l)e)th 
(;MF  anel  e:e)ntinuing  eleaital  e;elue;atie)n). 
A  large;  mnnt)e;r  of  these  e:e)inme;nte;rs 
re;e:e)mme;nele;el  thiit  ae;e:re;elite;el  or 
e;e;rtifie;el  e:e)ntinuing  e;elue:ation  payments 
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to  speakers  (and  payments  for 
sni)i)orting  materials)  should  not  he 
re])orte(l  hecause  there  an;  safeguards 
already  in  ])la(:e,  and  they  are  not  direct 
])ayments  or  other  transfers  of  value  to 
a  covenul  re(:i])ient.  Many  of  these 
commenlers  also  staliid  that  nupiiring 
that  the  reporting  of  i)ayments  or  other 
transfers  of  value  related  to  continuing 
(ulucation  would  he  detrimental  to 
continuing  education  and  would  nnlnce 
the  funding  lor  and  attendance;  at 
continuing  education  |)rograms. 
Additionally,  some  of  these  commenters 
also  strongly  indicated  that  they  believe 
that  (Congress  did  not  intend  to  reepure 
ap])licahle  manufacturers  to  report 
payments  related  to  accredited  or 
certified  continuing  education 
programs.  However,  we;  did  recei\'e 
some  comments  su])porting  the 
reporting  of  accredited  or  t:ertified 
continuing  education-relatcul  payments 
or  other  transfers  of  value,  particularly 
when  the  s])onsor  provides  suggestions 
to  the  CME  vendor  for  potential  faculty 
or  speakers  at  a  (iMF  i)rogram.  No 
commenters  recommended  that 
payments  made  to  subsidize  the  co.sts  of 
attendees  of  continuing  education 
])rograms  (as  opposed  to  payments  for 
faculty  or  s])eakers)  should  he  reported. 

Reyond  accredited  or  certilunl 
contiiunng  education,  these  comments 
were  mixed  on  whether  unaccredited 
and  non-certified  speaking  engagements 
should  he  niporteil.  A  few  commenlers 
akso  addressed  oth(!r  types  of  ednc:ation, 
such  as  Risk  Evaluation  and  Mitigation 
.Strategies  (REMS),  suggesting  that  since 
they  were  recpiired  hy  FDA,  s])onsorshi]) 
of  REM.S  education  should  he  exempted 
from  the  rei)orting  re(|uirements. 

I{fisj)ons(i:  VVe  aj)preciat(;  the 
comments  and  agree  that  industry 
support  for  accredited  or  certified 
continuing  education  is  a  unique 
relationship.  The  accrediting  and 
certifying  bodies,  including  ACGME, 
AOA;  am  a,  AAFR,  and  ADA  CERP,  and 
the  industry  standards  for  commercial 
siqjport,  create  im}K)rtant  and  necessary 
.safeguards  ])rohihiting  the  involvement 
of  the  sj)onsor  in  the  educational 
content.  However,  we  believe  that  even 
with  this  .sejjaration,  the  sponsor  may 
.still  influence  the  scdection  of  faculty  by 
offering  suggestions  to  the  accredited  or 
certified  continuing  education  ])rovider: 
although  the  coulinning  education 
provider  may  not  he  reciuired  to  follow 
these  suggestions,  we  believe  that  it  may 
often  he  impo.ssihle  to  distinguish  when 
a  suggestion  is  influential  and  when  it 
is  not. 

VVe  have  finalized  at  ^4().3.t)04(g)(l) 
that  an  indirect  jiayment  made  to  a 
speaker  at  a  continuing  education 
program  is  not  an  indirect  payment  or 


other  transfer  of  value  for  the  |)ur])oses 
of  this  rule  and,  tluirefore,  does  not  need 
to  he  re])orted,  wlum  all  of  the  following 
conditions  are  met:  (1)  The  program 
meets  the  accreditation  or  certification 
re(|uirements  and  standards  of  the 
ACCME,  AOA,  AMA,  AAFP  or  ADA 
OERP;  (2)  the  applicable  manufacturer 
does  not  select  the  covered  recij)ient 
s])(!aker  nor  do(!S  it  ])rovide  the  third 
party  vendor  with  a  distinct,  identifiable 
set  of  individuals  to  he  considered  as 
s])eakers  for  the  accredited  or  certified 
continuing  education  program;  and  (3) 
the  applicable  manufacturer  does  not 
directly  pay  the  covered  reci])ient 
speaker.  VVe  believe  that  when 
ajjplicahle  manufacturers  suggest 
speakers,  they  are  directing  or  targeting 
their  funding  to  the  speakers,  so  these 
j)ayments  will  he  considered  indirect 
j)ayments  for  ])urposes  of  this  rule. 
Conversely,  when  they  do  not  suggest 
speakers,  they  are  allowing  the 
continuing  education  provider  full 
discretion  over  the  CME  programming, 
so  the  ])ayment  or  other  transfer  of  value 
will  not  he  considered  an  indirect 
payment  for  pnr])o.ses  of  th(!se  reporting 
recinirements.  Additionally,  since 
industry  suj)port  of  CME  programs  that 
meets  all  three;  r(;(|uirem(;nts  di.scus,s(;d 
previously  will  not  be;  e;onsiele;re;el 
inelire;e:t  payments  eer  e)the;r  transfers  e)f 
value;  fe)r  the;  pur])e)se;s  e)f  repeerting.  the; 
aware;ue;.ss  stauelarels  fe)r  inelire;e:t 
payments  are;  ne)t  a])])lie:al)le;  te)  sue;h 
suppeert.  VVe;  believe  that  this  aj)pre)ae:h 
will  gre;atly  re;ehie:e;  the;  numhe;r  e)f 
j)ayme;nts  tee  speakers  at  ;ie:e:re;elite;el  eer 
e:e;rtifie;el  e:e)utimnng  e;ehie:atie)n  pre)grams 
that  must  be;  repen  ted.  Applie:al)le; 
mauufae:tnre;rs  will  ne)t  he;  re;s])e)nsihle 
fe)r  re])e)rting  payments  maele  tei  CME 
venelors  that  are  nse;el  te)  snhsielize 
atteneleees’  tuition  fe)es  feer  ceentinning 
edue:ation  events.  He)weve;r.  as 
explaineel  in  the;  eli.se:u.ssie)n  e)f  the; 
nature  e)f  payment  e:ate;ge)ries,  ])ayme;nts 
or  other  transfers  of  value  assoe:iate;d 
with  atte;nelane;e  of  an  e;ve;nt  (sne:h  as 
travel  anel  meals)  must  be;  re;])orte;el  as 
re;ejnire;el. 

With  re;garel  te)  nnae:e:re;elite;el  anel  neen- 
e:e;rtifie;el  e;elue:atie)n.  we;  l)e;lieve;  that 
since;  this  type;  of  e;elue;atie)n  preegram 
ele)e;s  ne)t  re;e}iure;  the;  same;  safe;gmirels  as 
an  ae;e:re;eliteel  anel  e:e;rtifie;el  ])re)gram. 
j)ayme;nts  eer  tr<msfe;rs  e)f  value;  sheeidel  he 
re;])e)rteel  as  re;e|uire;el  fen'  any  eether 
])ayme;nt  e)r  e)ther  transfer  e)f  value.  If  the 
])ayment  e)r  e)the;r  trausfe;r  e)f  value;  is 
maele  inelire;e:lly,  it  will  be;  suhje;e;t  te)  the; 
same;  repeerting  re;ejuire;me;nts  for  all 
inelire;e;t  ])ayme;nts.  'fhe  eletails  for  he)w 
te)  report  he)th  ace;re;eliteel  e)r  e:e;rtifie;el. 
anel  nnaccreeliteel  or  neni-ceertifieel 
e:ontinuing  e;elue:alie)n  p<iyme;nts  or  e)the;r 


transfers  e)f  value  are;  elise;nsse;el  in 
.se;e:tie)n  ll.B.l.h.  of  this  final  rule, 
ele;elie;ate;el  te)  nature;  e)f  payment 
e:ate;ge)ries. 

Finally,  we;  eh)  ne)t  agree;  with 
e:e)nm)e;nts  that  ])ayme;nts  re;late;el  to 
Rl'iM.S  with  e;le;me;nts  te)  as.snre;  safe;  n.se 
thiit  re;e]nire;  pre;.se;ril)e;r  e;elne:atie)n  sheeidel 
have;  a  lelanket  e;xe:lusie)n  froni  the; 
repeerting  re;e|nire;me;nts.  We;  re;e:e)gnize; 
that  REMS  are  re;eiinreel  hy  FDA  leer 
se)me;  pre;.se:ri])tie)n  elrng  pre)elue;ts  to 
ensure  that  the;  he;ne;fits  e)f  a  elreig 
enitweigh  the;  risks  anel  that  REM.S  often 
re;ejuire;s  a  speen.sor  te)  infe)rm  e)r  eelueiate; 
he;alth  e:are;  pre)viele;rs  ahenit  the;  risks 
asse)e;iateel  with  a  pre)elne:t.  He)we;ve;r,  we 
believe  that  payments  maele  in 
e:onne;e:tie)n  with  j)re;se:ril)e;r  e;eiue:atie)n 
reqnireed  by  REMS  sheeidel  he  reportable 
on  the;  same  basis  as  other  eelue;ation 
])ayme;nts.  Peer  e;xample;.  if  a  sj)e)nse)r 
elire;e:ts  the;  e;he)ie;e;  e)f  a  i)re)gram  spe;ake;r, 
e)r  pays  leer  e;e)ve;re;el  re;e:ipie;nts’  meals  eer 
transpe)rtatie)n  te)  a  REM.S  e;elue;atie)nal 
])re)gnun.  sne:h  payments  wendel  he; 
re;])e)rtahle;.  However,  applie;ahle; 
nianidae;tnre;rs  are;  ne)t  re;epiire;el  te)  re;])e)rt 
the;  pre)visie)n  e)f  written)  materials  that 
h;ive;  been  appieeveel  by  I'DA  leer 
elistrihutie)))  te)  phvsie:ians,  sue;h  as  De;<ir 
He;althe;are;  Fi'e)viele;r  le;tte;i’s.  Other  REM.S 
e;elue;atie)nal  materials  niav  he;  e;xe:luele;el 
if  the;y  fall  within  the;  e;xe:lusie)n  for 
mate;rials  inte;nele;el  leer  ])atie;nt  n.se; 
ele;se:ril)e;el  in  4()3.t)()4(i)(4). 

2.  Re;pe)rts  e)n  Fhysie:ian  Owneishi])  anel 
lnve;.slme;nt  lnte;re;sts  Uneler  .Se;e:tie)n 
T128C(a)(2)  of  the;  Ae;t 

.Se;e:tie)n  T128C(a)(2)  e)f  the;  Ae:t 
i’e;eiuiie;s  applie:al)le;  manufae:ture;rs,  as 
well  as  applic:al)le  (iPOs,  te)  re;pe)rt  te)  the; 
.Se;e:ie;tarv.  in  e;le;e;tre)nie:  fe)i'm.  e;e;itain 
infeermatie)))  eienicerning  e)wnershij)  anel 
inve.stment  inteieests  helel  hy  physie;ians 
e)r  their  immeeliate  family  members  in 
such  applie:ahle  mannfae:turers  anel 
applicable  CFOs,  anel  payments  or  other 
tiansfei's  of  value;  te)  such  physie:ian 
e)wne;i's  e)r  inve;ste)rs.  In  the;  pre)])e)se;el 
rule,  we  j)re)pe)se;el  that  a])])lie;able;  (d’Os 
were;  eenly  re;qniie;el  te)  repe)rt  uneler 
.se;e;lie)n  1128C(<i)(2)  of  the;  Ae:t. 

(A)nnnf^nt:  A  few  eiommenters 
sngge;ste;el  that  (;e)ngre;s.s  inte;nele;el 
iipplie;al)le;  CFOs  to  report  unele;r  .se;e;tie)n 
1128C(a)(l)  e)f  the;  Ae:t,  as  well  as  uneler 
.se;e:tie)n  T128C(ii)(2)  e)f  the;  Ae:t.  These; 
e:e)mme;nte;i's  suppeeiteel  their 
interpietatie)))  with  the  intre)elne:te)ry 
language;  e)f  se;e;tie)ji  T128C(a)(2)  stating 
that  “|i|ii  <)elelitie)n  te)  the;  ie;e]uii'e;me;nt 
uneler  paiagraph  (1)(A)”  ie;gaieling 
re;pe)i  ting  e)f  payments  to  e;e)ve;re;el 
recipients.  applie:al)le;  manufae:ture;is 
anel  a])plie:ahle;  CFOs  must  re])e)i't 
infeermation  re;gai'ding  physician 
e)wne;rship  ;md  inve;stme;nt  inte;rests. 
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Re.s/jo/j.se:  Wo  appreciate  the 
comment  hut  do  not  agree  that 
a])])lical)le  Cl’Os  are  re(]uire(l  to  report 
under  section  1128(J(a)(l)  oi  the  Act. 
While  the  jihrasing  in  section  11 28(a)(2) 
could  he  jdira.sed  more  clearly,  we  do 
not  believe  it  suggests  that  api)licat)le 
(IFOs  need  to  report  under  both 
sections.  Applicable  (IFOs  are  not 
mentioned  in  section  1128G(a)(l)  at  all, 
indicating  that  ('.ongress  did  not  intend 
for  them  to  he  subject  to  the 
recpdrements  of  that  section. 

Additionally,  other  sections  of  the 
statute,  such  as  the  definition  of 
j)ayment  or  other  transfer  of  value 
(section  n28C(e)(l())  of  the  Act),  only 
refer  to  applicable  manufacturers  when 
discu.ssing  payments  or  otlna'  transfers 
of  value  separately  from  ownershi])  of 
investment  interests. 

a.  Reporting  Fntities 

(1)  Applicable  Mamdacturers 

.Section  1128G(a)(2)  of  the  Act 
includes  applicable  manufacturers  as 
defined  for  section  n28G(a)(l)  of  the 
Act,  as  entities  subject  to  tin;  reporting 
nupunnnents  in  section  1128(l(a)(2)  of 
the  Act. 

(2)  Applicable  Group  Purchasing 
Oi-ganizations 

.Section  1128(i(a)(2)  of  the  Act  also 
includes  a])plic;ahle  (iPOs  as  entities 
nuiuired  to  submit  reports  on  phvsician 
ownershi])  or  investment  intere.sts;  these 
rej)orts  are  also  recjuired  to  include 
payments  or  other  transfers  of  value 
provided  to  the  applicable  CiPO's 
])hysician  owners  or  investors.  .Section 
1 1 28G(e)(l )  of  the  Act  defines 
“ap])licable  group  purchasing 
organization"  as  “a  group  purchasing 
organization  (as  defined  by  the 
.Secretary)  that  ])urc:ha.ses.  arranges  for 
or  negotiates  the  purc:ha.se  of  a  covered 
drug,  device,  biological,  or  medical 
su|)ply.  which  is  operating  in  the  United 
States,  or  in  a  territorv.  commonwealth 
or  pos.ses.sion  of  the  Dinted  .States." 

We  propo.sed  to  define  "ajjplicahle 
GI’Os”  as  an  entity  that:  (1)  operates  in 
the  United  .States,  or  in  a  territorv. 
possession  or  commonwealth  of  the 
United  .States:  and  (2)  purcha.ses. 
arranges  for  or  negotiates  the  purchase 
of  a  covered  drug,  device,  hiological,  or 
medical  sujiiily  for  a  group  of 
individuals  or  entities,  and  not  solely 
for  use  by  the  entity  it. self. 

We  jirojio.sed  that  the  definition  will 
not  include  entities  that  buy  covered 
drugs,  devices,  hiologicals,  or  medical 
sujiplies  solely  for  their  own  u.se.  such 
as  some  large  jiractices  or  hosiiitals 
(including  those  owned  by  ])hysicians). 
Rather,  it  is  our  intent  to  cajiture  entities 


(including  jihysician-owned  entities) 
that  purchase,  arrange  for  or  negotiate 
the  purchase  of  covered  drugs,  devices, 
hiologicals,  or  medical  supplies  for 
re.sale  or  distribution  to  others. 
Additionally,  we  also  interpreted  the 
statute  to  encom|)a.ss  not  only  more 
traditional  GPOs  that  negotiate  contracts 
for  their  members,  hut  also  entities  that 
jmrchase  covered  drugs,  devices, 
hiologicals,  and  medical  suiiplies  for 
resale  or  distribution  to  groujis  of 
individuals  or  entities.  'I’hese 
interiuetations  would  include,  for 
exam|)le,  ])hysician  owned  distributors 
(PODs)  of  covered  drugs,  devices, 
hiologicals.  and  medical  supplies. 

Comment:  A  number  of  commenter 
supported  the  definition  of  "applicable 
GPOs."  ])articularly  the  inclusion  of 
PODs.  However,  some  commenters 
sugge.sted  revisions  to  the  definition  in 
order  to  cajiture  additional  PODs.  For 
examjile,  the.se  comments  included 
removing  the  reference  to  “group”  in 
the  definition,  as  well  as  limiting  the 
exclusion  for  entities  that  jnirchase  the 
products  for  their  own  u.se  to  onlv  those 
entities  that  are  the  end  u.sers  of  the 
device  based  on  hilling  under  the  same 
provider  or  su])plier  number  as  the 
entities  that  purchased  the  product.  'I'he 
commenters  suggested  that  this  would 
capture  both  fee-based  and  huv-and-.sell 
POD  models.  Finally,  a  few  commenters 
recommended  that  GM.S  issue  a  few 
clarifications,  including  allowing 
reselling  in  case  of  shortages  and 
ex])licitlv  including  commonly  owned 
entities  purchasing  together  as  “own 
u.se." 

liesjnmse:  We  ajipreciate  the 
comments,  hut  do  not  agree  with  the 
recommended  changes  to  the  definition 
to  include  additional  PODs.  While  we 
appreciate  the  need  to  include  as  manv 
PODs  as  possible,  we  are  concerned  that 
remox'ing  the  word  “grouj)"  from  the 
definition  would  be  contrary  to  the 
.statutory  phrase  "group  purchasing 
organization"  which  clearly  im])lies  that 
in  order  to  he  a  GPO.  the  entity  mu.st  he 
purchasing  for  a  grouj).  'riiereiore.  we 
are  not  going  to  remove  the  word 
"grou])"  from  the  definition.  We  are  also 
concerned  that  hosiiitals  and  large 
group  practices  may  not  always 
j)urchase  uniler  the  same  ])rovider  or 
su])plier  number  with  which  they  hill, 
making  it  difficult  to  determine  the  end 
user  by  hilling  number.  Therefore,  we 
will  not  he  changing  the  language  in  the 
definition  to  require  use  of  the  same 
provider  or  sup|)lier  number.  Ha.sed  on 
these  considerations,  we  have  decided 
to  finalize  the  propo.sed  definition.  We 
recognize  that  this  definition  may  not 
include  every  POD  model;  however,  we 
intend  for  it  to  capture  as  many  PODs 


as  ])o.ssil)le,  while  .still  aligning  with  the 
.statutory  language.  Finallv,  we  do  not 
intend  our  definition  to  a])plv  to  rare 
and  circumstantial  re.sale  of  a  ])r()duct  in 
re.s))on.se  to  a  documented  drug 
shortage.  Similarly,  we  believe  that  hulk 
])urcha,sing  of  covered  products  for 
commonly  owned  entities,  which  will 
he  used  only  by  tho.se  entities,  would  he 
considered  "own  use.” 

1).  Physician  Owners  or  Investors 

.Section  1128{i(a)(2)  of  the  Act  differs 
from  section  1128(i(a)(1)  of  the  Act  in 
that  section  1128(i(a)(2)  of  the  Ac:t  does 
not  u.se  the  term  “covered  recipient”  as 
defined  in  1128(i(e)(())  of  the  Act,  which 
explicitly  excludes  ])ayments  or  other 
transfers  of  value  to  emj)loyee.s  of  an 
apj)licahle  manufacturer  from  the 
re])orting  recjuirements.  Instead,  section 
1128(i(a)(2)  of  the  Act  uses  the  term 
"])hv.sician”  as  defined  in  section 
18()l(r)  of  the  Act.  Ba.sed  on  this 
definition  of  “])hvsician,”  we  i)ropo.sed 
that  the  requirement  to  re])ort  physician 
ownershi])  and  investment  interests 
includes  any  ])hysician,  regardless  of 
whether  the  ])hysician  is  an  em])loyee  of 
the  a])])licahle  manufacturer  or 
a])])lical)le  (iPO.  We  did  not  receive  anv 
comments  on  this  inter])retation,  and  we 
will  finalize  it. 

Additionally,  as  reijuired  by  statute, 
ownershi])  and  investment  interests  of 
immediate  familv  members  of 
])hysicians  must  also  he  re])orted  under 
this  ])rovision.  In  the  ])ro])o.sed  rule,  we 
defined  immediate  family  member  as 
one  of  the  following  (as  defined  for 
])ur])ose.s  of  section  1877(a)  of  the  Act  at 
42  GFR  411.3.51): 

•  .S])ouse. 

•  Natural  or  adoptive  ])arent.  child,  or 
sibling. 

•  .Ste])])arent.  .ste])child.  ste])l)rother. 
or  ste]).si.ster. 

•  Father-,  mother-,  daughter-,  son-, 
brother-,  or  sister-in-law. 

•  Grand])arent  or  grandchild. 

•  .S])ou.se  of  a  grand])arent  or 
grandchild. 

In  the  ])ro])o.sed  rule,  we  akso  stated 
that  in  ca.ses  when  the  ownershi])  or 
investment  interest  is  held  by  an 
immediate  family  member  of  a 
])hysician,  a])])licahle  manufacturers 
and  a])])licahle  CiPCls  should  re])ort  not 
only  the  reiiuired  information  for  the 
])hysician.  hut  akso  that  the  ownershi]) 
or  investment  interest  is  held  by  an 
immediate  family  member  of  the 
])hysician.  We  considered  whether  to 
reijuire  the  rejiorting  of  the  immediate 
family  member's  relationshij)  to  the 
])hysician.  as  well  as  the  immediate 
iannly  member's  name,  hut  did  not 
])ro])o,se  to  reijuire  it. 
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(A)mnuint:  A  lew  coiiuuenters 
reeonuueuded  that  ownor.ship  or 
investment  inter(!sts  held  hv  immediate 
family  memhers  of  ])hy.si(:ians  should 
not  he  re])orted  at  all.  Similarly,  a  few 
otlu!!'  commenters  advocated  that  (iM.S 
employ  a  narrower  definition  of 
“imnuKliate  familv  memher." 

HfisponsH:  VVe  ap|)r(!ciat(!  the 
comments;  howev(!r,  both  the 
ixuinirement  to  report  ownership  or 
investment  interests  of  immediate 
family  memlKus  of  ])hvsicians,  as  well 
as  the  pro))osed  definition  of  immediate 
family  memher,  are  recpiired  l)v  statute. 
.S(!ction  1 128G(a)(2)  recpiires  the 
reporting  of  ownershi])  or  investment 
int(;rests  held  hy  an  immediate  familv 
memher  of  a  physician  and  states  that 
“immediate  family  memher"  is  definecl 
as  it  is  for  i)urposes  of  section  1877(a) 
of  the  Act,  which  is  codified  at  42  CFR 
411.351.  Given  the  statutory 
recjuinMuents,  we  have  finalized  the 
definition  as  pro])osed. 

('.omment:  Many  commenters 
supj)orted  not  reporting  the  name  and 
relationship  of  the  immediate  family 
memher.  However,  a  few  commenters 
suggested  that  ap])licat)le  manufacturers 
should  not  he  recpiired  to  report  the 
name  or  relationshi]i  of  immediate 
family  imanhers.  hut  a])plicahle  Gl’Os 
should  he  nuiuired  to  report  the 
information.  Additional Iv,  .sonu; 
c;ommenters  recjuested  that  GMS  clarify 
ex])ectations  for  how  applicahle 
manufacturers  and  a])plicahle  Gl’Os 
should  obtain  ownership  or  investment 
intere.st  information.  A  few  commenters 
al.so  recommended  that  GMS  should  not 
recjuire  physicians  to  disclose  this 
information  and  ap])licahle 
manufacturers  may  rely  on  the 
rejjresentations  hv  owners  or  investors 
regarding  immediate  family  members. 
Finally,  a  few  commenters 
recommended  that  in  the  event  that 
multijjle  family  memhers  hold  an 
ownershi])  or  investment  intere.st  in  a 
specific  entity,  then  the  a])plicahle 
manufacturer  or  a])j)licahle  GFO  should 
onlv  re])ort  the  ownershi])  or  investment 
interest  in  aggregate. 

Hosf)onse:  VVe  a])])reciate  the 
comments  and  agree  that  a])])licat)le 
manufacturers  and  a])])lic:ahle  GPOs 
.should  not  re])ort  the  name  and 
relationshi])  of  immediate  familv 
memhers  of  ])hysicians  holding 
ownershi])  or  investment  interests  in 
such  entities.  However,  we  do  not  agree 
that  this  standard  should  he  a])])lied 
differently  for  a])])licahle  manufacturers 
ami  a])])licahle  (iPOs  since  we  believe 
the  privacy  for  immediate  family 
memhers  is  the  .same  regardless  of  the 
entitv  at  i.ssue. 


Regarding  the  re(]uirements  for 
obtaining  information  on  ownershi])  or 
investment  interests,  we  have  revised 
the  definition  to  hel])  clarify  situations 
when  the  a])])licahle  manufacturer  or 
a])])licahle  GPO  does  not  know  that  a 
re])ortat)le  ownershi])  or  investment 
interest  exists.  VVe  do  not  have  the 
authority  to  re(]nir(!  ])hvsicians  or 
owners  or  investors  to  re])ort  this 
information:  however,  we  believe  that 
an  a])])licahle  manufacturer  or 
a])])licahle  (iPO  may  inc]uire  about  these 
relationshi])s.  These  situations  are 
discu.ssed  more  fully  in  the  .section  on 
the  definition  of  “ownershi])  or 
investment  interests.” 

Finally,  we  al.so  agree  that  a])])lic;ahle 
manufacturers  and  a])])licahle  (iPOs 
may  re])ort  a  s])ecific  ownershi])  or 
investment  interest  in  aggregate  across 
nuilti])le  familv  memhers.  Since  we  are 
finalizing  that  a])])licahle  mamdacturers 
and  a])])licahle  GPOs  do  not  need  to 
re])ort  the  name  or  relationshi])  for  an 
immediate  family  memher  holding  an 
ownership  or  investment  interest  in 
such  entity,  we  do  not  believe  the 
re])orted  interests  need  to  he  on  the 
individual  level  and  instead  can  he 
aggregated  across  multi])le  immediate 
family  memhers.  However,  we  intend 
that  a])])licahle  manufacturers  and 
a])])licahle  GPOs  can  only  aggregate 
interests  when  multi])le  immediate 
family  memhers  have  ownershi])  or 
investment  interests  with  the  .same 
terms  (as  re])orted  ])ur.snant  to 
§4()3.‘)0()(h)(5))  and  the  value  re])orted 
includes  the  total  value  of  all  the 
immediate  family  memher's  interests. 

c.  Ownershi])  or  Investment  Interests 

W^e  ])ro])o.sed  to  define  an  ownershi]) 
or  investment  intere.st  in  an  a])plicat)le 
manufacturer  or  a])])licahle  GPO  in  a 
similar  manner  as  in  the  ])hysician  self- 
referral  regulation  (42  GFR  411.354(h)). 
S])ecifically,  we  pro])o.sed  to  define  an 
ownershi])  or  investment  interest  as  one 
that  may  l)e  direct  or  indirect,  and 
through  debt,  e(]uity,  or  other  means. 

VVe  further  ])ro])o.sed  that  ownershi])  or 
investment  interest  includes,  hut  is  not 
limited  to,  stock,  .stock  o])tion.s  (other 
than  tho.se  received  as  com])ensation. 
until  they  are  exercised),  ])artner.shi]) 
shares,  limited  liability  com])any 
memher.shi]).s,  as  well  as  loans,  bonds, 
or  other  financial  instruments  that  are 
secured  with  an  entity’s  ])ro])erty  or 
revenue  or  a  ])ortion  of  that  ])ro])ertv  of 
revenue.  As  recjuired  hy  statute,  we 
])ro])osed  that  an  ownershi])  or 
investment  intere.st  shall  not  include  an 
ownershi])  or  investment  intere.st  in  a 
])uhliclv  traded  .security  or  mutual  fund, 
as  described  in  section  1877(c)  of  the 
Act.  Additionally,  we  pro])osed  that 


ownershi])  or  investment  interest  must 
not  include  the  following: 

•  An  interest  in  an  a])])licat)le 
manufacturer  or  a])])licahle  GPO  that 
arises  from  a  retirement  ])lan  offered  hy 
that  a])])licahle  manufacturer  or 
a])])licat)le  GPO  to  the  ])hysician  (or  a 
memher  of  his  or  her  immediate  familv) 
through  the  ])hvsician’.s  (or  immediate 
family  memher’s)  om])loyment  with  that 
a])])licahle  manufacturer  or  a])])licahle 
GPO; 

•  Stock  o])tions  and  convertible 
securities  received  as  com])en.sation. 
until  the  stock  o])tion.s  are  exerc:i.sed  or 
the  convertible  securities  are  converted 
to  e(]uity: 

•  An  unsecured  loan  subordinated  to 
a  credit  facility. 

CoinnwnI:  Some  t:ommenter.s 
recommended  that  GMS  only  re(]uire 
that  ap])licahle  manufacturers  and 
a])])licahle  GPOs  re])ort  direct 
ownershi])  or  inve.stment  interests, 
rather  than  both  direct  and  indirect 
interests.  However,  the  commenters  also 
recommended  a  few  limitations  in  the 
event  the  agency  decided  to  re(]uire 
re])orting  of  indirect  owner.shi])  or 
inve.stment  interests.  These 
recommendations  included  setting  a 
niinimum  threshold  amount  for 
ownershi])  interests,  following  the 
knowledge  re(]uirement.s  in  the 
])hysician  self-referral  regulation,  and 
re(]uiring  that  the  ])hysician  has  sole 
control  of  the  interest.  Beyond  indirect 
ownershi])  interests,  a  few  commenters 
also  recommended  that  GMS  require 
re])orting  of  stock  o])tions  as  ownershi]) 
t)r  investment  interests  when  they  are 
granted,  rather  than  only  when 
exerci.sed.  Similarly,  a  few  commenters 
recommended  that  (iMS  not  distinguish 
between  ownership  or  investment 
intere.sts  arising  from  a  retirement  ])lan 
and  stock  o])tions  once  exerci.sed. 

Rosponsn:  We  a])])reciate  the 
comments.  Howev  er,  we  do  not  agree 
that  a])])lical)le  manufacturers  and 
a])])licahle  GPOs  shoidd  only  re])ort 
direct  ownershi])  or  inve.stment 
intere.sts.  Section  1 128('j(a)(2)  of  the  Act 
re(]nires  that  a])])licat)le  manufacturers 
and  a])])licahle  GPOs  re])ort  “any 
ownershi])  or  inve.stment  intere.st  *  *  * 
held  hy  a  ])hysician.’’  We  believe  that 
“any  ownershi])  or  inve.stment  interest” 
encom])a.sses  both  direct  and  indirect 
interests,  since  indirect  ownershi])  or 
investment  intere.sts  are  al.so  true 
interests.  However,  we  do  agree  that 
there  should  he  some  liniitation  on 
indirect  owner.shi])  or  inve.stment 
interests.  W^e  a])])reciate  the  comments 
on  ways  to  limit  re])orting  of  indirect 
ownershi])  or  inve.stment  interests.  We 
believe  that  limiting  ownership  or 
investment  intere.sts  to  those  when  the 
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physician  has  sole  control  and  right  to 
rec(!i\'(;  tlu;  proceeds  is  too  narrow.  \V(! 
Indieve  this  will  eliminate!  a  signilicant 
miini)er  of Dwnersliij)  or  investment 
intenists.  greatly  reducing  those 
mporled.  Similarly,  we  believe  that 
.setting  a  threshold  for  indirect 
owiKirship  or  inv(!slment  intere.st  cniates 
an  incentive  to  structure!  relatieenships  le) 
remain  l)e!le)W  the  lhre!.sholel.  However, 
we  ele)  uneler.stanei  that  there  she)idel  be 
.seeme  limitatieens.  We  have  eleuneleel  te) 
finalize  the  re!ce)mm(!nelation  that  aligns 
with  the!  j)hvsie;ian  self- red e!rral  ride!  in 
that  ap|)lie;ahle!  manufaeduriMs  anel 
ap])lie:al)le  (Il’Os  will  not  have  to  report 
ownership  e)r  inve!.stment  intere.sts  held 
hy  physieaans  or  their  innneeliate  family 
memlieus  if  f  hew  eliel  not  know  about 
sue:h  intereists.  We  agreu!  that  this 
limitatiem  is  warranteel,  sine;e  it  is 
im{)ossihle!  for  an  a])plie:ahle 
mamdae’.turer  or  ap])lie;ahle!  Gl’t)  to 
report  an  inelirect  ownership  or 
inve!stme!nt  inte!re!st  that  is  imkneiwn  to 
it.  Aelelitiemally.  we  believe  that  many 
.stakeholelers  are  alrenielv  familiar  with 
this  standard  frenn  the  |)hysie:ian  self- 
referral  regulatieni.  Therefore!,  wi!  ha\i! 
finalized  that  ap])lie:able  manufacture!rs 
anel  a])|)lie:ahle  GlT)s  elo  neit  have  to 
re!port  indireu.t  owniMship  or  inv(!stm(!nt 
inte!re!sts  he!ld  by  phvsii;ians  or 
immeMfiate  family  meml)e!rs  of 
])hy.sie:ian.s  ahenit  whie:h  thew  do  not 
kneiw  (as  eledlneel  for  the  pur])ose!S  of 
this  rule). 

Finally,  we  unefe!rstanel  the  cone:erns 
mgareling  stoi.k  eiptions  re!e:e!ive!el  as 
compensation  and  reHiuiring  repeirting  of 
options  when  grante!{l.  rathe!r  than  whem 
e!xere:i.sed.  Howeve!r.  we  believe  that 
stoe;k  eijitieins  before!  thew  are  e!xerci.se!d 
are  traefitionally  consieleired 
comjiensation.  rathi!r  than  an  owner.shiji 
ejr  investment  interest,  so  we  do  not 
lieliewe  that  we  .should  re.'epdre  them  to 
be!  report eul  as  belli  owner.shi])  or 
investment  intereists.  This  is  e;onsiste!nt 
with  the  elefinition  in  the  jihysician  self- 
referral  regulation.  lfowe!ve!r,  we  neete! 
.stock  o])tions  will  ne!e!el  to  be  re]K)rteel 
wheui  granted  umle!r  seudions 
1 1 28G(a)(1 )  and  1 1 28G(a)(2)(C)  of  the 
Ae;t  as  a  jeavment  or  other  transfer  of 
value!.  R(!porling  unele!r  send  ions 
1128G(a)(l)  anil  1128G(a)(2)(C)  mav  not 
inc.luiie  all  stock  options  that  are! 
grante!el  to  physicians.  For  e!xample!, 
stoe:k  optieins  that  are  graideil  to  a 
physician  wlu)  is  an  employee  of  the 
applicable  mamdacturer  and  is  not 
alreiaely  an  exi.sting  owner  or  investor  of 
that  eintity  would  not  he  reported; 
howewer,  we  believe  repeirting  nneler 
•seicfiems  1128G{a)(l)  and  1 128G(a)(2)C:) 
will  e;a])ture  a  significant  portion  of 
.stock  options  when  granted. 


d.  f^hysieaan  Ownership  or  Investmemt 
Rejiort  (Content 

t  luele!!'  .si!ctiou  1  1 28(I(a)(2)  of  thi!  Act. 
applie;able!  manufacture!r.s  and 
applieiahli!  (ilT).s  are  r(!i|uire!(i  to  report 
infeirmation  about  exich  owue!rship  eir 
inve!stme!nt  interest  he!l(l  hv  ])hvsician 
eiwuers  eir  investors  (eir  their  immediate 
family  memher(s)). 

As  r(!i|uireil  in  section  T12H(I(a)(2)  of 
the  Act,  we  propos(!d  that  the  applicabli! 
manufacturer  or  applicable  (IFOs 
should  re])ort  the  name,  address.  NFI, 
and  specialty  of  the  phvsician  own(!r  or 
investor,  as  well  as  the  dollar  amount 
invested  and  the  value  and  terms  of  the 
ownership  or  investment  interest. 

S(!ction  1 1 28(i(:0(2)(C)  of  the  Act 
requires  the  reporting  of  “|alny  payment 
or  other  transfer  of  value  provided  to  a 
])hysician  holding  such  an  ownership  or 
investment  intere.st  (or  to  an  entitv  or 
individual  at  the  request  of  or 
designated  on  behalf  of  a  physician 
holding  such  an  ownership  interest) 

*  *  *”  Ap])licable  manufacturers  and 
ap|)lical)le  GPOs  must  report  all  the 
information  r(!quir(!il  in  section 
T128(i(a)(1)(A)  of  the  Act  for  those 
physicians  who  hold  ownershi])  or 
investment  inter(!.sts  in  such  entity. 

With  regard  to  reporting  pavments  and 
transfers  of  value  to  ])hvsician  owners  or 
investors,  we  propo.seil  that  ap])licable 
manufacturers  and  applicabli!  GPOs 
follow  the  procedures  outlini!d  in  this 
lireamhle  for  reporting  ])ayments  and 
other  transfers  of  value. 

We  also  noted  that  there  was  some 
overlap  between  the  requirements  for 
rej)orting  payments  or  other  transfers  of 
value  and  reiiorting  ownershi]i  or 
investment  intere.sts.  In  order  to  help 
manage  the  overlap,  we  projiDseil  that 
applicable  manufacturers  submit  oni! 
report  for  all  their  payments  and  other 
transfers  of  value  and  another  for  all 
their  physician  ownership  or 
investment  interests.  To  comply  with 
.section  1128G(a)(2)(G)  of  the  Act,  we 
proposed  that  applicable  mamdacturers 
re])ort  the  payments  or  other  transfers  of 
value  provided  to  physician  owners  or 
investors  (regardless  of  whether  the 
phvsician  owner  is  a  covered  recipient) 
in  the  report  for  ])ayments  and  other 
transfers  of  value,  hut  should  note  that 
the  cover(!il  recipient  receiving  the 
payment  or  other  transfers  of  value  is  a 
physician  owner  or  investor. 

Since  applicable  (d’Os  are  not  subject 
to  the  reporting  requirements  in  .section 
1128(](a)(l)  of  the  Act,  we  hi!lieve  there 
is  le.ss  of  a  jiotential  for  duplicative 
reporting.  However,  we  jiroposed  that 
when  an  ajiplicable  GF()  has  ])avments 
or  other  transfers  of  value  to  report  for 
])hy.sician  owners  or  investors,  the 


applicable  (dT)s  should  u.se  the  data 
(!lement.s  outlin(!il  in  section  ll.U.l.f.  of 
the  final  rule  on  payments  and  other 
transfers  of  value  report  contents. 

G'ommen/;  A  few  comm(!nters 
discussed  the  cont(!nt  of  ])hysician 
ownershi])  or  inve.stment  interest 
reports.  The  comm(!nters  si)(!cificallv 
recommended  that  (;MS  not  riKpdre  the 
reporting  of  the  “terms”  of  the 
ownership  or  investment  intere.st. 

Hasponsfi:  We  ai)])reciate  the 
comments.  However,  we  are  unable  to 
waive  reporting  of  the  terms  of  an 
own(!rshi])  or  investment  interest,  since 
it  is  a  statutory  requirement.  Becau.si!  we 
dill  not  receive  any  comments  on  other 
aspects,  we  will  finalize  these 
provisions  to  align  with  the  reporting 
requirinnents  for  payments  or  other 
transfers  of  value  reports  to  the  extent 
the  requirements  overlap.  For  example, 
applicable  manufacturers  and 
ap])licable  Gl’Os  should  re])ort  both 
physician  NIM  and  State  ])rofes.sional 
license  numher(.s)  for  at  least  one  State 
where  the  |)hysician  maintains  a  licen.se 
(including  the  nami!  of  the  a])j)licahle 
State)  to  ensure  that  the  agenev  is  able 
to  attribute  own(!r.ship  and  inve.stment 
interests  to  the  a])j)ro])riate  jilivsician. 
Similarly.  r(!quirement.s  for  reporting 
name.  ])rimary  business  addre.ss  and 
s})ecialty  should  also  he  the  same  as 
described  for  re])orting  payments  or 
other  transfers  of  value.  Finally,  as 
described  in  the  section  on  the 
assumptions  doc.ument,  both  apjilicahle 
mannfactur(!rs  and  applicable  Gl’Gs 
may  submit  an  assumptions  document 
including  information  on  their 
assuinjitions  and  methodologies  when 
rei)orting  payments  or  other  transfers  of 
value,  or  ownershi])  or  investment 
interests. 

(Joninwnt:  We  also  received  a  few 
comments  concerning  the  ])otential  for 
du])licative  reporting  due  to  the  overhq) 
between  the  two  sections.  The 
comments  reque.sted  c.larific.ation  of  the 
])ro])o.seil  rule  but  did  not  have  any 
.s])ecific  recommendation  or  advocate 
any  ])articular  changes. 

/fe.s/jon.se;  We  a])j)reciate  the 
comments  and  .seek  to  clarify  as  much 
as  ])0.ssihle:  however,  we  have  finalized 
the.se  ])rovi.sion.s  as  ])ro])osed. 
A])])licable  manufacturers  must  re])ort 
all  ])ayment.s  or  other  transfers  of  value 
to  covered  reci])ients  and  ])hv.sician 
owners  or  investors,  including  the 
])rovi,sion  of  ownershi])  and  inve.stment 
interests.  In  the  event  that  a  ])hysician 
receives  an  ownershi])  or  investment 
intere.st  in  a  given  year,  an  a])])lical)le 
manufacturer  should  re])ort  it  as  a 
])ayment  or  other  transfer  of  value 
(under  section  1 1 28(i(a)(l )  of  the  Act), 
as  well  as  a  standing  ownershi])  or 
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investment  inten;.st  (under  .section 
1128G(a)(2)  ot  the  Act). 

Additionally,  an  individual  may  he 
both  a  cover(;d  recipient  and  a  ])hvsician 
owner  or  investor,  so  an  ap|)lical)l(i 
manulactnrer  should  oidy  report  a 
l)ayment  or  other  transfer  of  value  once, 
r(!gardless  of  whether  the  individual  is 
a  covered  recipient,  a  j)hvsician  own(;r 
or  inv(;stor,  or  both.  Tin;  pavment  or 
other  transfer  of  value  and  all  tin; 
additional  recpdred  information  must  hi; 
Hiported  in  the  “j)ayments  or  other 
transfers  of  value"  njporting  template; 
however  for  physician  owners  or 
investor  (regardless  of  whether  the 
])hv.sician  is  a  covered  recipient)  the 
ap])licahle  manufacturer  should  mark 
that  that  |)ayment  or  other  transfer  of 
value  was  jjrovided  to  a  physician 
owner  or  investor.  All  payments  t)r 
other  transfer  of  value  should  only  he 
n;ported  once  regardless  of  whether  it  is 
UHiuired  to  he  re|)orted  under  section 
1128G(a)(l)  and/or  section 
1128G(a)(2)(G)  of  the  Act. 

C'j.  I{fii)ort  Submission  and  Uoviow 

The  statute  recpdres  the  Secretarv  to 
establish  procedures  for  applicable 
manufacturers  and  applicable  (iF(3s  to 
submit  the  recpdred  information  and  for 
th(!  Secretarv  to  make  such  iidbrmation 
submitted  available  to  the  public.  We 
rcjcogidze  that  these  regulations  require 
applicable  manufacturers  and 
ap|)lical)le  Gl’Os  to  collect  and  submit 
large  amounts  of  new  data,  .so  we  have 
tried  to  finalize  flexible  proces.ses  for 
data  collection  and  sid)mi.ssion. 
However,  we  akso  recognize  that  in 
order  to  accept  and  aggregate  the  data 
effectively  and  efficiently,  there  needs 
to  he  system  standardization. 

1.  Prior  to  Submission 

In  the  i)ro])osed  rule,  we  considered 
tliat  prior  to  submission  of  data  to  CMS. 
applicable  manufacturers  and 
ajjplicahle  GPOs  would  provide  each 
covered  recij)ient  or  physician  owner  or 
investor  with  information  regarding  the 
information  that  the  ap])licahle 
manufacturer  plans  to  report  to  (iMS  on 
the  covered  recijiient’s  or  physician 
owner  or  inve.stor’s  behalf.  While  we 
did  not  jnopo.se  to  nnpdre  this  type  of 
])re-review,  we  recommended  that 
apjilicahle  manufacturers  and 
api)lical)le  GPOs  j)rovide  it. 

Comment:  Several  commenters 
supported  the  pre-submission  review. 
However,  the  commenters  were  divided 
over  whether  to  recpdre  it  or  leave  it 
voluntary.  Many  commenters  .stated  that 
there  simjdy  was  not  time  between  the 
end  of  the  (lata  collection  y(;ar  and  the 
data  of  submission  to  facilitate  the 
nn'iew;  whereas  some  commenters 


ixiconnmmded  it,  .stating  it  would  gnnitly 
reduce  dis])nte.s  and  inaccuracies  in  the 
(lata. 

liesijonse:  We  ap|)reciate  the 
comments  and  agree  that  pr(5- 
snhmission  revi(!W  would  help  ensure 
the  accuracy  of  the  data.  H()W(!ver,  w(! 
have  finalized  that  (iMS  will  not 
admiidster  or  manage  a  pre-suhmi.ssion 
ixn'iew  proce.ss  and  will  not  make  it 
mandatory.  We  recommend  that 
a])plicahle  mannfactnrers  voluntarilv 
j)r()vi(le  covered  reci])ient.s  the 
opportunity  to  review  the  data  prior  to 
submission  to  (iMS.  hut  doing  so  is  not 
mandatory.  We  understand  that  the 
proces.ses  and  .systems  of  apjjlicable 
manufacturers  and  ajjplicable  GPOs 
may  not  allow  for  a  r(!vi(nv  of  this 
capacity.  Similarly,  since  tlune  is  a  post- 
submission  nn'iew  ])eri()(l,  we  do  not 
beli(n'e  that  it  is  worth  the  additional 
burden  for  ajjplicahle  manufacturers 
and  applicable  GPOs  to  make  significant 
sy.st(;m  changes  in  ()r(l(!r  to  provide  a 
])r(;-.subnd.s.sion  nn'iew.  However.  w(;  do 
ibelieve  a  pni-snhmission  r(n'i(nv  could 
be  extremely  u.seful  and  recommend 
that  applicable  manufacturers  and 
applicable  GPOs  consider  ways  that 
tluw  could  administer  a  pr(!-.sid)mi.ssi()n 
r(n'i(nv  (;xt(!rnal  to  (iMS.  I5(!(:an.se  GMS  is 
not  nupdring  tin;  review,  we  do  not  feel 
it  is  a])])ro])riate  for  GMS  to  prescrih(! 
the  ])ro(:e.ss  and  .standardize  it: 
nev(;rthel(!.s.s,  we  believe  that  ongoing 
notice  throughout  the  year  of  any 
r(;})()rtable  interactions  would  h(!  i(l(;al. 

2.  R(!])()rt  Submission 

A])i)licable  mannlactunns  and 
applicable  GPOs  are  .statutorily  ixKjidred 
to  submit  their  ixqjorts  for  the  pnnxKling 
calendar  year  electronically  to  CiMS  on 
March  31,  2013  and  on  the  00th  day  of 
(!ach  calendar  year  thenxdter.  We 
projjosed  to  interpr(0  “on”  March  31, 
2013  or  the  00th  of  the  (!ach  y(xir 
th(;r(iafter  as  "by"  March  31,  2013  or  the 
00th  of  each  year  thereafter  and  intend 
to  allow  aj)|)licable  mannlactunns  and 
applicable  GPOs  to  sidnnit  data  prior  to 
this  (late  to  provide  applicable 
manufacturers  and  aj)plicable  GPOs 
with  more  flexibility  for  suhmi.ssion.  We 
(lid  not  r(!ceive  any  comments  on  this 
inter])retati()n  and  hav(;  finaliz(!(l  it  as 
proposed;  howev(!r,  as  di.scussed  in  tin; 
timing  .section,  because  of  the 
pid)lication  date  of  this  final  ride, 
rejiorts  including  2013  data  will  not  he 
due  until  March  31, 2014. 

a.  Registration 

In  the  proposed  rule,  we  ])ropos(;(l 
that  only  a])])licable  manufacturers  that 
have  payments  or  other  transfers  of 
value  and/or  physician  ownership  or 
investment  interests  to  disclose  for  the 


previous  calendar  year  must  register  and 
submit  reports.  .Similarly,  we  proposed 
that  only  a])plicahle  GPOs  with 
physician  owners  or  investors  would  be 
re(pdre(l  to  regi.ster  and  submit 
information.  For  applicahh; 
manufacturers  and  applicable  (JPOs  that 
(lid  have  information  to  disclo.se.  we 
pr()po.s(;(i  that  applicable  manufacturers 
and  ajiplicahle  GPOs  register  with  us 
prior  to  submission  to  facilitate 
connmndcation.  We  propo.sed  the 
registration  proce.ss  would  re(|uire  the 
applicable  manufacturer  or  applicable 
(JPO  to  designate  a  point  of  contact, 
which  we  would  use  for 
communications  related  to  the 
submitted  data.  Alternatively,  we 
considered  riujuiring  that  all  applicable 
manufacturers  and  apijlicahle  GPOs 
register  with  GM.S,  riigardle.ss  of  whether 
th(W  had  information  to  report,  in  order 
help  us  better  understand  the  extent  of 
the.se  relation.shijjs  and  ensure 
compliance  with  the  reporting 
re(pdrements. 

Comment:  Many  commenters 
siqiported  the  registration  nuiuirement, 
hut  disagreed  on  which  entities  shonld 
be  nuiuired  to  register.  .Some 
commenters  supported  the  propo.sal  to 
nujuire  nigistration  only  by  those 
entities  with  payments  or  other  transfers 
of  value  or  ownership  or  investment 
interests  to  report;  other  commenters 
recommended  that  (iM.S  employ  the 
alternative  and  re(iuire  all  entities  that 
meet  the  definition  of  applicable 
manufacturer  or  applicable  (iPOs  to 
regi.ster. 

Itesponse:  Cwen  the  comments 
received,  we  believe  that  we  do  not 
need  to  riupdre  all  entities  that  meet  the 
definition  of  applicable  manufacturer  or 
a])j)licahle  GPO  to  regi.ster  and  have 
finalized  the  jiosition  as  pro])()se(l. 
Because  the  .statute  only  re(juires  the 
reporting  of  ])ayments  or  other  transfers 
of  value,  we  will  not  require  action  by 
entities  without  payments  or  other 
transfers  of  value  to  report.  All 
applicable  manufacturers  with 
jxiyments  or  other  tran.sfers  of  value  to 
rejiort  under  paragrajih  1  of  the 
definition  must  regi.ster  individually, 
regardless  of  whether  they  intend  to  he 
part  of  a  consolidated  report  being 
submitted  by  another  ajiplicable 
manufacturer.  We  beliiive  this  will 
better  allow  (iM.S  to  ensure  that 
applicable  manufacturers  re(|uire(l  to 
rejjort  are  rejiorting  under  the  reporting 
requirements.  However,  applicable 
manufacturers  that  are  submitting  data 
as  a  ])art  of  a  consolidated  report  under 
another  a])])licahle  manufacturer  may 
indicate  (luring  registration  that  tluiy 
intend  to  he  part  of  the  consolidated 
report  to  be  submitted  by  another 
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a|)pli(;al)le  inanutacturer.  allowing  CMS 
to  approximate  the  number  of 
consolidated  n!|)orts  to  anticipate. 
Additionally,  as  stated  in  the  applicahh; 
mamdactimn'  s(!ction.  tin;  reporting 
entity  submitting  a  con.solidated  report 
mn.st  indicate  all  the  ap|)licahle 
manufacturers  for  which  it  is  n*porting. 
.Similarly,  applicable  manufacturers  that 
are  n!|)orting  se])arately  must  each 
n;gist(!r  individually. 

(A)inin(mt:  A  few  commenters 
discu.s.sed  re|)orting  of  the  point  of 
contact.  s|)(M:irically  recommending  that 
two  points  of  contact  he  provided  for  a 
.singh;  applicable  manufacturer  or 
api)licahle(;i’f). 

lif^'iponso:  We  agree  that  establishing 
and  maintaining  a])propriate  points  of 
contact  are  important  t)(!cause  it  is 
ess(;ntial  that  we  he  able  to  contact 
applicable  manufacturers  and 
a|)|)licahle  (iFOs  in  the  event  that 
({uestions  arise  regarding  their 
.submission.  \V(!  believe;  that  reepiiring  a 
second  point  of  contact  to  serve  as  a 
hacku])  will  be  l)(;neficial  and  ensure; 
that  CM.S  can  e:e)nt;u;t  ;ip|)lie:ahle; 
manufae:ture;rs  anel  a])plie;ahle;  CFOs.  We; 
iire;  llnalizing  that  applieiable; 
m;midae:ture;rs  einel  a|)plie:ahle;  CFOs 
must  inelicate;  twe)  ))e)ints  e)f  e:e)ntae;t 
wheai  the;y  re;giste;r  te;  alleew  feer  a 
jH'imarv  anel  l)ae:knp  peeint  eefceentael  fe)r 
e;ae;h  re;|)e)rting  entity.  In  e)rele;r  te;  ensure; 
that  the;  peeints  e)f  ceentael  are;  up  to  elate; 
in  the;  (>M.S  sy.stem.  aj)])lie:ahle; 
manufae:ture;rs  anel  ai)|)lie:ahle;  CFOs  will 
he;  able;  te)  change;  the;m  as  ap])re)priate; 
(sid)je;e;t  tejCM.S  use;r  .se;e:urity  pre)te)e:e)ls). 

We  eiiel  ne)t  re;e:e;ive;  any  e;omme;nts  een 
e)ur  j)rope)se;el  timing  for  re;gistratiem,  so 
we  have;  finalizeel  thexse  jjrovisions  as 
pre)pe)se;el.  We;  j)re)pose;el  that  applie:ahle; 
manufae:ture;rs  eer  applie;al)le;  CFOs  with 
j)ayments  or  other  transfers  e)f  value;  to 
repeert  must  re;giste;r  prieer  te;  the; 
eleaelline  fe)r  elata  sid)mission  fe)r  elata  for 
the;  j)re;e:e;eling  calenehir  ye;ar  for  e\  e;ry 
annual  reporting  cycle;.  We;  inte;nel 
apj)lie:al)le  manuf;ecture;rs  anel 
applie;al)le;  CFOs  to  re;giste;r  sufficientlv 
prie)r  to  the  ele;adline;  in  e)reie;r  to  alle)W 
re;gistratie)n  te)  be;  e:e)mple;te;et 
appre)j)riate;ly.  A])plie;ahle; 
manidae:ture;rs  e)r  apj)lie:al)le;  CFOs  will 
be;  able;  to  e;he)e)se;  te;  submit  the;  elata 
imme;eliately  after  e:e)mple;ting  the 
re;gistratie)n  |)re)e;e;ss  sue:e;e;.ssfullv.  We; 
pre)pe)se;el  te)  e)])e;n  the;  re;gistratie)n 
pre)e;e;ss  at  the  he;ginning  of  the;  e:alenelar 
ye;ar.  giving  apptie:al)le;  manufae:ture;rs 
anel  applie:al)ie;  CFOs  time;  to  re;giste;r 
and  submit  the;ir  elata;  however,  we;  mav 
e)j)e;n  re;gistration  earlier  te)  allow 
aelditie)nal  time. 


1).  File;  Fe)rmat 

We;  alse)  re;e:e;ive;el  se;ve;ral  e;e)mme;nts  e)f 
the;  feermat  e)f  the;  ehita  anel  pre)e:e;ss  fe)r 
sid)missie)n  te;  C.M.S.  We;  pre)j)e)se;ei  tluit 
applie;al)le;  m<inidae:ture;rs  anel 
<ipplie:ahle;  CFOs  sidemit  the;ir  d:it;i 
e;le;e:tre)nie:al!y  in  a  e:e)mm<i-.se;pariile;el 
value;  (C,.SV)  feermat  anel  .se)lie:ite;el 
e;e)mme;nts  e)n  anel  sugge;stie)ns  fe)r 
alte;rnative;s  te;  that  feermat.  Aelditieemdly. 
we;  pre)pe)se;el  that  e;ae:h  line;  ite;m  in  the; 
elatase;!  sheadel  re;|)re;se;nt  <)  unie|ue; 
payment  eer  eether  transfe;r  e)f  value.  e)r  a 
unie|ue;  eewnership  e)r  inve;stme'nt 
inte;re;st.  In  the;  e;ve;nt  that  a  single;  file; 
ele)e;s  not  have;  suifie:ie;nt  veelume;  leer  all 
the;  elata  re;e]uire;el,  then  we;  pre)pe).se;el  the; 
ai)plie:ahle;  manufae;ture;r  e)r  a])plie:able; 
(iFO  e:e)idel  sidemit  as  many  files  as 
ne;e;e;ssarv  te)  pre)viele;  the;  e;ntire;ty  e)f  its 
elata. 

(jomnwnt:  Many  e;e)mnu;nte;rs 
re;e;e)mme;nele;el  that  CMS  e:re;;ite;  ei 
stanelarelize;el  feermat  anel  template;  anel 
alle)W  stake;he)lele;rs  an  e)])pe)rlunitv  te) 
re;vie;w.  Aelelitie)nally,  a  few  e;e)mme;nte;rs 
sn|)pe)rte;el  the;  use;  e)f  (kSV  file;s,  whe;re;as 
a  fe;w  eether  e:e)nune;nte;rs  re;e:e)nune;nele;el 
using  Fipe;  Line;  De;line;ate;el  file;s  riithe;r 
than  (kSV  file;s.  'rhe;,se;  e:e)mme;nte;rs 
e;x])laine;ei  that  sine:e;  .seeme;  numl)e;rs  are; 
l)re;se;nte;el  with  e:e)mm<i  se;par<ite)rs  (fe)r 
e;xample;.  .SI OO.OOO),  CkSV  file;s  nuiv  he; 
pre)hle;matie:.  .Similarly,  ;i  few 
e:e)mme;nte;rs  re;e:e)mme;nele;el  that  CM.S 
e;stahlish  a  unifeerm  naming  .system  fe)r 
<ip])tie:iil)le;  mamdae:ture;rs. 

Be;siele;s  the;  feermat  e)f  the;  re;i)e)rt,  we; 
alse)  re;ceive;el  e;e)mme;nts  e)n  the; 
eerganization  anel  submissie)!)  e)f  the;  ehitei. 
A  few  e:e)mme;nte;rs  re;e:e)mnie;nele;el  th.it 
(]M.S  ae:ce])t  submission  e)f  data  multiple; 
limes  thre)ughe)ut  the;  ye;ar,  sue:h  as 
epiarte;rly  or  ongeeing.  and  alleew 
extensions.  Ce)nve;r.se;ly,  e)the;r 
e:e)mme;nte;rs  re;e;e)mmenele;el  alleewing 
apj)lie:al)le;  manufae;ture;r.s  to  .sid)mit 
multi])le;  re;])e)rls,  organize;el  by  te)])ie;  or 
inelivielual.  Finally  to  re;e:e;ive;  the  elata. 
a  few  e;omme;nte;r.s  re;e:e)mme;nele;el  that 
CM.S  de;ve;lop  a  elata  e;xe:hange;  anel  elata 
peertal  te)  ae;ce;j)t  file;s. 

/{e^.s/jo/i.se;  We;  appre;e:iate;  the 
e:e)mme;nt.s  anel  agre;e;  that  (]M.S  sheeuld 
proviele;  a|)])lie:al)le;  manufae;lure;r.s  anel 
ap])lie;al)le;  CFOs  with  reporting 
te;mj)late;.s  anel  meere;  ele;tails  een  re;j)e)rting. 
He)we;ver.  we;  eh)  ne)l  l)e;lie;ve;  it  is 
ne;e;e;ssarv  or  he;ne;fie:ial  te)  pre)viele;  this 
infe)nnatie)n  in  re;gulatie)n.  in  e)rele;r  te) 
alle)W  the;  age;ne:y  meere;  flexibility  te) 
make;  e.hanges  in  re;s|)e)nse;  te)  fe;e;elt)ae:k 
fre)m  stake;he)lele;rs.  If  we;  intenel  te)  make; 
change;.s  te)  the;  repeerting  template  e)r 
other  eletails  her  re;i)orting  (whie:h  we; 
envisieni  e;e)idel  hapj)e;n  j)artie:ularly  as 
the  pre)gnmi  e;ve)lve;.s  in  e;arly  ve;ars),  we; 
will  proviele;  them  at  le;ast  90  elavs  prie)r 


te)  fir.st  elay  e)f  elata  e:e)lle;e;tie)n  feer  the; 
ne;xt  repeerting  ye;ar.  In  preevieling  reviseel 
te;m])late;s,  we;  will  iilse)  e:e)m])ly  with  the; 
re;eiuireane;nt.s  e)f  the;  Fa])e;rwe)rk 
Ke;elue:tie)n  Ae:t  te)  se;e;k  puhlie:  e:e)mme;nts 
eai  the;  pre)pe)se;el  e:hange;s  te)  the; 
infe)rmiitie)n  e;e)lle;e;tie)n.s,  as  re;eiuire;el  by 
law.  This  will  alle)w  a])plie;al)le; 
inanidiie:ture;rs  anel  ii|)])iie:al)le;  CFOs  te) 
make  any  ne;e:e;s.sary  e:hange;s  te)  ])re;]);ire; 
fe)r  the;  next  reporting  ye;ar.  'fliis  is  the; 
same;  time;  eis  the;  elate;  by  whie:h  we;  will 
publish  the;  list  e)f  te;iK;hing  he)spitals. 

We;  <ippre;e:iate;  the;  e;e)mme;nt.s  e)n  the; 
eerganizatieni  e)f  the;  sul)mitle;el  file;s,  hut 
per  the;  statute,  we;  will  eenly  alle)w 
submi.ssie)])  e)f  ii  single;  re;])ort  e:e)n.sisting 
e)f  the;  e;ntire;  re;])e)rting  ])e;rie)el  (lor 
e;xample;  CY  2014).  \Ve;  will  eenly  be; 
e:e)lle;cting  anel  staging  elata  her  puhlie: 
])e)sting  in  ae:ce)relane:e;  with  iinnual 
suhmi.ssieens.  so  we;  will  not  be; 
ae:e;e;])ting  e)nge)ing  or  epiarterly 
suhmi.ssieens.  We;  l)e;lie;ve;  that  ne)t  e)nly  is 
anmuil  puhlicatieHi  sidficie;nt  feerenel 
users,  hut  alse)  alle)ws  fe)r  a  single  re;vie;w 
anel  elis|)ute:  ))e;rie)el  ])rie)r  te)  pid)liclv 
|)ul)lishing  the;  elata,  whie:h  is 
e)pe;ratie)n<illy  e;asie;r  feer  all  peirtiees.  In 
iieleiitie)!).  submissie)))  e;xte;n.sie)ns  will 
ne)t  he;  gianteel.  After  re;e;e;iving  all  the; 
suhmitte;el  elata,  we;  will  neeel  te)  pie)e:e;s.s 
ill!  the;  elata  te)  aggre;gate;  ae;ie)s.s 
nianulae;tin’e;is  einel  applie:al)le;  CFOs  anel 
])ie)viele;  <i  single;  ie;vie;w  eenel  elispute; 
pe;rie)el  te)  e;e)n'e;e:t  suhmitteel  elata  ])rior  te) 
])iil)lie:  pe)sting.  Late;  ehita  will  he; 
i:e)n.siele;ie;el  failuie;  te)  i'e;])e)it  anel  may  he; 
.sut)je;e:t  te)  pe;naltie;.s.  .Similarly,  as 
ie;e]uiie;el  in  the;  ie;gulations,  applie:al)le 
manufae:ture;rs  anel  aj)plie:al)le;  (iFOs 
shoulel  ne)t  iiggi’e;gate;  any  payments  or 
othe;r  tiansfeis  of  value,  e)r  eewnership  e)r 
investnient  intere;st.s  (exe:ept  as 
ele;.se:ril)e;el  ibr  .small  j)ayme;nts  or  other 
tiansfei’s  e)f  value).  All  repe)i'te;el 
transactieens  must  be  at  the  inelivielual 
payment  or  e)the;r  transfer  of  value,  or 
e)wne;r.ship  or  investment  intei'est  level 
cinel  elo  not  inteaiel  applie:al)le; 
manufae:ture;rs  or  a])plie;al)le;  CFOs  to 
e)rganize;  or  group  spe;e:ifie:  tian.sae:tie)ns. 
Finally,  we  appre;e;iate;  the;  e;e)mments 
re;gareling  a  elata  e;xe;h;inge;  ])ortal  anel 
agi’e;e;  that  CM.S  .sheeulel  e;re;ate;  an 
e;lee;tie)nie:  .system  for  ae:e:e;pting  the;  elata. 
We;  j)l<m  to  ])ul)li.sh  aeielitieenal 
information  aleeng  with  gre;ate;r  ele;tail  e)n 
the;  submissie)))  pie)e;e;s.s. 

e;.  Attestation  Fieice.ss 

In  the;  ])i'e)j)e)se;et  rule,  we;  pieipei.seel 
that  annually,  feilleiwing  the;  .sul)i))i.ssie)n 
e)f  elati),  an  authe)iize;el  i’e;])ie;.se;ntative; 
fie))))  e;ae;h  a])plie;al)le;  nianufae;tuie;r  anel 
applie:al)le;  CFO  will  be;  ie;e)uiie;el  te) 
suhneit  a  signeel  atte;.statie)n  e:e;itifving  the; 
tin)e;line;s.s,  ae;e:urae;y.  anel  e:e)n)ple;te;ne;.s.s 
of  the;  elata  submitted  to  the  best  e)f  the; 
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•siMiior’s  kiiovvlodgo  and  Indit*!'  Wv 

,h„l  s„d,  „llo.sh, lions  l,„ 

■  (,n«<l  l)y  llic!  oinol  (ixociilivo  offioiir. 

(  liiei  fniiincial  ofn(;(>r  or  cliic'l' 
compliance  olficer. 

Conmwnt:  'I’lie  majorify  ol 
connnenters  .snj)jH)rted  the  attestation 
KMjnireimmt.  However,  a  few 
commenters  reconmumdiul  nn'ising  the 

•'ttcstation  to  certify  that  the  entity  made 

a  reasonable  (dfort  to  ,.nsnr(>  that  data 
me(!ts  Hignlatory  nxpiinmients.  'I’hese 
(;ommenters  exj)lained  that  the 
reporting  recpiirenKmts  are,  in  th(!ir 
view,  complioatod.  so  it  wonld  he 
iinpossihle  to  know  whether  the  data 
Mihimtted  was  accurate.  Similarlv,  a  few 
cominenters  suggested  that  CMS  allow 
officers  (at  the  discretion  of  the 
reporting  entity)  to  attest. 

Iwsponse:  \Ve  appreciate  the 
comments.  Imt  we  continue  to  believe 
iliat  applicable  maiuifactnrers  and 
applicable  CFOs  can  and  should  he 

the  data  is  accurate  We 
recognize  that  the  reporting 
nupiirements  recpiire  significant  data  to 
)o  (.ollected,  but  the  majoritv  of 
comments  supported  the  language 
without  revision,  suggesting  that 
'cporting  entities  can  he  confident  in 
tlimi  (lata.  Additionallv.  the  penalties 

significantly  le.ss  for  nnknowint. 

'-n-ers,  so  the  statute  provides  safeguards 

‘"'■  nnexpected  errors.  Finallv.  we  do 

imder.stand  that  epplicahle  ‘ 
maiuifactnrers  and  applicable  (iFOs 
may  have  different  business  strm;tnres.  ' 

c  do  not  want  to  confine  applicable  ! 
maiuifactnrers  and  applicable  CFOs  ' 

with  regard  to  which  officers  must  ‘  ^ 

attest,  .so  we  have  finahzeil  that  other 

officeis  will  he  allowed  to  attest,  as  ‘ 

designated  by  the  coiujianx’.  * 

\  e  also  seek  to  clarify  the  timing  of  * 
Im  attestation  requirement.  Apjilicahle  '' 

niannfacturers  and  applicable  Cl^Os 
imist  provide  an  attestation  for  their 
J  ata  at  the  time  of  original  submission  " 
tor  It  to  he  considered  submitted- 
howenmr.  they  will  also  he  required  to 

s  ch-,m/"l'  time  the  data 

i  (>'•  ujKlated.  The  most  recent 

a  a  foi  which  there  is  an  attestation 
will  he  considered  the  official  data 
.siihnussion  from  the  applicable 
inannlacturer  or  applicable  (ilT)  Data 

without  .such  atte.station  will  not  be  . 

t-onsidered  an  offic;ial  siihiiiission  for 
'n  y«r ‘‘J  -section  e, 

112fK,oltheAct.Thisisdi.scn.s.sedin 

more  detail  in  the  .section  on  dispute 
^.solution.  1  fowever,  we  believe  this  , 
may  alleviate  .some  of  the  concerns  of 
aFpluxihle  manufacturers  regarding  the  IJi.' 

^I^  fumlty  in  knowing  whether  the  data 

.submitted  originallv  will  he  , 

upiu-ojiriately  amended  during  the 
review  and  correction  jieriod.  i 


y,  as  di.scn.s.sed  in  the  .section  on 

apiihcahle  manufacturers,  applicable 

i.mufac  nrers  for  which  covered  drugs 
devices,  hiologicals.  or  medical  supplies 

cjue.s^imt  le.ss  than  10  ponxint  of  totcil 
NO.S.S)  mvenne  for  the  preceding  vear 

hat  have  payments  or  other  tran.sfers  of 
\alne  to  report,  as  a  part  of  the 
attestation  proce.ss.  must  attest  that  le.ss 
ponient  of  total  (gro.ss)  revenue 
m  tlu.  immediately  jireceding  year  canu* 
loiii  eju'ered  drugs,  devicos,  biological  ' 
m  medical  .supplies.  We  akso  note  tliat 
loi  con.solidated  reports,  the  applicable 
mamifactnrer  that  snhmitted  the 
consolidated  report  will  he  required  to 

attevst  on  behalf  of  all  the  entities 

mclnded  in  the  consolidated  report. 
Applicable  mamifacturers  that  have 
roportahle  iiayments  or  other  transfers  of 
value  that  are  submitted  through  a 
con.solidated  report  by  another 
applicable  mamifactnrer  will  he 
required  to  register  with  CMS,  hut  will 
not  he  re(, Hired  to  attest.  Accordingly 
we  en,:onrage  applicable  manufacturers 
considering  snhiuitting  a  con.solidated 
cj  ort  to  fully  consider  the  ramifications 
doing  .so.  particnlarlv  the  ajiidicahle 

m<uuitactnrerac:tnallyatt(>.s^ 
hchalfo  all  the  entities  included  in  the 
consolidated  report. 


.s  ;t.  Report  Content 

Uh;  have  outlined  the  fields  of 
mformation  to  he  included  when 
reporting  payments  or  other  transfers  of 
alne  and  physician  ownership  and 
mve,stment  intere.sts.  Some  changes 
liave  been  made  below  based  on 
cjomments  submitted;  however,  the.se 
(  ocisKins  and  tdianges  are  discussed 
I'l'mighout  the  final  rule.  The  asteri.sks 
mdu.ate  the  additional  information  that 
wi  l  require  under  the  di.scretion 
Frovided  by  the  statute. 

of  transfer 

vedne  the  following  information  is 
required: 

•  Apjilioahle  manufacturer’s  name 

•  Covered  recipient’.s — 

++  Name  (for  iihysicians  only, 
piovide  name  as  listed  in  Nl^FFS 
in(:lii.linf.  „ncl  Iasi  ai;,! 

middla  ii.ilial  a„,|  III  a|,|,ltaa|,|„ft 
+  .Specially  (Icir  plivsicians  oiilvp 

l„™  r  T"""'  siroel  ailiim.ss 

(lUcK.tice  location); 

I-  Fkysicians  only,  as 

listed  in  NlddiS);  ' 

++  State  jirofessional  license 
mimher(.s)  for  at  least  one  State  where 
im  pliysician  maintains  a  licen.si* 
|"f:'"‘lm8  llmiipplical,le  .State  where  the 
licen.se(.s)  is  held;  * 

•  Amount  of  iiavment  or  other 
Iran.sferofvalnein  IJ.S.  dollars. 

•  Date  of  payment  or  other  transfer  of 
VdIU(3. 


:  ""  of  vahm'”  or  other  transfer 

'lul;  Ollier  iraiislar 

I  •  ';;;''''o(»lolllierelale,le„ver . run. 

.S.S  l>i()lc!l!!^ds!ln,ny.‘'* 

ne  .  Name  ofentitv  that  received  the 

lue  payment  or  other  transfer  of  value,  if  not 
111.  |)iovided  to  the  covered  recipient 

t  directly.  *  ' 

le  •  Wiiether  the  jKiyment  or  other 

lan.sfer  of  value  was  providod  to  a 
)  Fhysician  holding  ownership  or 

"nu^stiuent  intere.st.s  in  the  applicable 

manufacturer.  (Yes  or  No  re.sponse). 

r  f  additional 

ol  cm  text  for  tlie  payment  or  other  transfer 
of  value  (optional).  * 

For  each  research-related  payment  or 
other  transfer  of  value,  the  following 
mtoi Illation  is  reciuired; 

•  Apjilicahle  mamifactiirer’s  name. 

s  •  Name  of  research  institntion/entitv 
receiving  payment. 

is  •  Total  anuumt  of  research  jiavnient. 

•  Name  of  study 

•  Namef.s)  of  related  covered  drug. 

,  dm  ice,  biological  or  medical  sniiply 

(■same  reipiirements  as  for  all  payments 
or  other  transfers  of  value).  ‘ 

•  NDf ,s  of  related  covered  drugs  and 
niologicals.  ifany.  * 

mve.stigator(s)  (including 
NFl>ES).NFf(aslistmi 
1  f  ‘dc  juofe.ssional  licen.se 
mnuher(.s)  for  at  least  one  State  where 
tim  physician  maintains  a  licen.se 
including  the  apjilicahle  State  where  the 

•  t.ontext  of  re.search  (ojitional). 

•  FlinicalTrials.gox-  identifier 
(ojitional). 

•  Whether  the  payment  or  other 
transfer  of  value  should  he  granted  a 
ctolay  in  juihhcation  because  it  was 
made  jinrsnant  to  a  jiroduct  re.search 
agreement,  develojiment  agreement,  or 
clinical  investigation.  (Yes  or  No 
resjionse). 

for  each  jihvsician  ownership  or 
investment  interest,  the  following 
mtormation  is  recjuired; 

•  Ajijilicahle  maiuifactnrer’s  or 
ajqilicahle  CFO’s  name. 

•  Fhysician  owner  or  investor’.s _ 

++  Name  (as  listed  in  NFl’ES 

fir.st  and  last  name,  middle 

initial,  and  suffix  (if  ajiiilicahle)): 

++  Sjiecialtv; 

++  ITimary  hnsiness  street  addre.ss 
(jiractice  location): 

++  NFl  (as  listed  in  NFFES); 

++  State  Jirofessional  licen.se 
"""ilinr  for  at  lea.st  one  State  where  the 
Fli.v.sician  maintains  a  licen.se  including 
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the  a])|)li(:al)le  Stale  where  the  licensels) 
is  lielii:  *  and 

•  Wlietlier  the  ownership  or 
investment  interest  is  held  liy  the 
jiliysician,  or  an  imniediate  family 
memher  of  the  physician. 

•  Dollar  amount  invested. 

•  Value  and  t(!rms  of  each  ownershij) 
or  investment  interest. 

•  Any  payiiKMits  or  other  transfers  of 
value  provided  to  the  physician  owner 
or  investor,  imdnding  the  following 
(ap])iicahle  manufacturers  should  report 
this  information  with  their  other 
|)avments  or  other  transfers  of  value, 
and  indicate  that  the  covered  recipient 
is  a  physician  investor  or  owner); 

++  Amount  ofpavment  or  other 
transfer  of  value  in  II. S.  dollars. 

++  Date  of  payment  or  other  transfer 
of  value. 

++  Form  of  payment  or  other 
transfer  of  value. 

++  Nature  of  payment  or  other 
transfer  of  x’alue. 

++  Name(s)  uf  relatiul  coviired  drugs, 
devices,  hiologicals.  or  medical 
suppli(;s. 

++  NIX'.s  of  related  covered  drugs 
and  hiologicals.  if  any.  * 

++  Name  of  entity  that  received  the 
payment  or  other  transfer  of  value,  if  not 
provided  to  the  phvsician  owner  or 
investor  directlv.  * 

++  .Statement  providing  additional 
context  for  the  payment  or  other  transfer 
of  valiK!  (oj)tional).* 

4.  4.'i-Day  Reviinv  Pcn  iod  for  Applicable 
Manufacturers,  Apjilicahle  (IPOs, 
(lovered  Recipients,  and  Phvsician 
Owners  oi’  Investors 

.Section  n28(l(c)(1)((I)(ix)  of  the  Act 
requires  that  the  .Secretary  allow 
applicable  manufacturers,  applicable 
(^POs.  covered  recipients,  and  phvsician 
owners  or  investors  the  opportunity  to 
review  the  data  submitted  for  a  jieriod 
of  at  least  4.'>-days  })rior  to  the  data  being 
made  available  to  the  public.  I  bis 
section  outlines  the  comments  received 
on  the  proce.sses  for  and  length  of  this 
review  and  correction  |)(;riod. 

a.  Notification  of  Review  and  (lorrection 
Period 

In  the  jiroposed  rule,  we  stated  that 
we  would  notify  covered  recijiients  and 
physician  owners  or  investors  about  the 
review  and  correction  jieriod  in  a  few 
ways.  We  jiropo.sed  to  allow,  hot  not 
reiinire,  covered  recijiients,  and 
pliysician  owners  or  investors  to  register 
with  (IM.S  to  ensure  they  receive 
communication  about  the  proces.ses  for 
review.  Additionallv.  we  proposed  to 
notify  physicians  and  hosjiitals  through 
(IM.S’s  list-serves  and  by  po.sting  the 
information  publicly  (for  example:  on 


the  (IM.S  Wei)  site  or  in  the  Federal 
Register).  We  also  considered  an 
alternative  method,  in  which  we  would 
reipiire  applicable  manufacturers  and 
ai)])licahle  (IPOs  to  collect  and  re])ort 
whether  the  ciovered  recipient,  or 
phvsician  owner  or  investor  would  like 
to  l)e  notified  hv  ll.Sl\S  or  email  of  the 
proces.ses  for  their  review,  as  well  as  the 
individual’s  email  address,  if  indicated. 
We  received  numerous  comments  on 
this  which  are  described  later  in  this 
section. 

Finally,  we  proposed  that  the 
notification  to  physicians  and  teaching 
hosj)itals  would  he  provided  annually  to 
announce  the  review  and  correction 
period,  and  would  include  the  specific 
instructions  for  performing  this  review. 
We  did  not  receive  any  comments  on 
this  provision,  so  we  have  decided  to 
finalize  it  as  proposed. 

Comment:  Many  commenters 
addressed  how  to  notify  ])hysicians  and 
teaching  hospitals  of  the  opportunitv  to 
review  payments  or  other  transfers  of 
value  or  ownership  or  investment 
interests  that  were  attributed  to  them  in 
reports  submitted  hv  applicable 
manufacturers  or  applicable  (li’Os. 

.Some  ofthe.se  commenters  .supj)orted 
the  methods  outlined  in  the  propo.sed 
rule  and  ])rovided  otluir  suggestions. 
Many  commenters  reijnested  that 
physicians  and  teaching  hospitals  he 
notified  personally  of  the  jjrocesses  for 
review  and  correction.  .Some  of  these 
commenters  recommended  the 
alternative  method  of  collecting  contact 
information  (a])plicahle  manufacturers 
and  applicable  (IPOs  providing 
preferred  method  of  communication), 
while  others  recommended  another 
method  or  sim})ly  stated  that  CMS 
should  notify  physicians  and  teaching 
hos])itals.  hut  sujiported  flexibility  in 
the  notification  method.  Converselv, 
many  other  commenters  indicated  that 
the  propo.sed  alternative  would  he 
overly  hurden.some,  and  recommended 
that  (IM.S  notify  physicians  and  teaching 
hospitals  in  another  manner,  r'inallv, 
some  commenters  recommended  more 
ongoing  a])proache.s  to  notification  and 
allowing  review  to  hap|)en  multiple 
times  throughout  the  year. 

Hes})onse:  We  ai)|)reciale  the 
comments  and  have  tried  to  balance  the 
necessity  to  notify  physicians  and 
teaching  hosi)ital.s  with  the  desire  to 
avoid  adding  any  additional  burden  on 
ap])lical)le  manufacturers  and 
appfit:al)le  (IPOs.  We  have  also 
considered  what  is  operationally 
])os.sihle  and  coni:lnded  that  we  will 
notify  physicians  and  teaching 
hospitals,  as  propo.sed,  using  email  li.st 
serves,  online  ])o.sting.s  (including  both 
on  the  (IM.S  Web  site  and  the  Federal 


Register)  and  directly  (likely  by  email) 
to  any  i)hysicians  or  teaching  hos])ital.s 
that  have  registered  with  (IM.S  ahead  {)f 
time.  We  strongly  recommend  that  all 
covered  recii)ient.s  and  physician 
owners  or  investors  register.  Although 
registration  is  not  mandatory  for  these 
entities,  in  order  for  covered  reci])ient.s 
to  he  able  to  review  the  data  attributed 
to  them,  they  will  he  recpiired  to  regi.ster 
so  we  can  appropriately  match  them  to 
their  data.  In  addition  to  the  methods 
proposed,  we  plan  to  work  with 
l)hy.sician  professional  .sot:letie.s  and 
l)rovide  the  information  to  applicable 
manufacturers  and  ai)])licahle  (IPOs  to 
provide  voluntarily  to  covered 
recipients  and  physician  owners  or 
investors.  We  understand  that  these 
methods  do  not  constitute  direct, 
personal  notification,  but  believe  that 
the.se  methods  are  sufficient  and 
significantly  more  cost  effective  for  both 
(IM.S,  and  ap])lical)le  manufacturers  and 
ai)])licahle  (IPOs. 

Finally,  we  note  that  since  a])i)licahle 
manufacturers  and  applicable  (IPOs 
onlv  submit  data  for  the  previous 
calendar  year  to  (IM.S  once  annuallv,  the 
agency  may  not  ])rovide  ongoing 
notifications  to  covered  reci])ient.s  or 
])hvsician  owners  or  investors  for  data 
submitted  on  their  behalf  outside  of  the 
formal  i)erioil  (such  as  in  res])on.se  to  a 
dispute).  .Similarly,  we  will  only 
provide  for  one  formal  review  and 
correction  period  ))rior  to  the 
publication  of  that  year's  data.  We 
discuss  our  jilans  to  allow  for  updates 
to  suhmilted  data  or  submission  of  data 
previously  omitted,  as  well  as 
additional  time  to  review  and  disi)ute, 
later  in  this  section,  hut  the  formal 
review  and  correction  period  will  onlv 
hapj)en  once  annually  prior  to  the  next 
publication  on  the  j)uhiic  Web  site. 

h.  Length  of  Review  and  (lorrection 
Periotl 

.Section  1 128(I(c)(l)(D)  of  the  Act 
reipiires  that  (IM.S  provide  a  review  and 
correction  period  of  “not  le.ss  than  4.'j 
days.”  We  ])roposed  a  4.')-day  review 
])eriod  to  maximize  the  time  for  the 
agency  to  aggregate  and  publish  the 
data.  Ailditionally  to  facilitate  the 
review,  we  proi)osed  that  a])plicahle 
manufacturers,  a))])lical)le  (IPOs, 
covered  recij)ients,  and  physician 
owiKirs  and  investors  would  sign  into  a 
secure  Web  site  to  view  the  data 
submitted.  We  pro])o.sed  that  only  the 
current  and  previous  years  would  he 
available  for  review  and  correction.  For 
examj)le,  during  the  4.'j-day  review 
])eriod  in  201. I,  ap])lical)le 
manufacturers,  applicable  (IPOs, 
covered  recipients,  and  physician 
owners  or  investors  would  be  able  to 
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review  and  aineiul  the  data  submitted 
for  2013  and  2014.  During  the  2010 
review.  2014  and  2015  would  l)e 
available  for  changes. 

(dominant:  Many  connnenters 
recjnested  a  longer  review  period, 
partiiadarlv  to  allow  for  additional  time 
to  resolve  disputes.  Many  of  th(!se 
commenters  r(!Commeiuled  a  (iO-  or  00- 
day  review  ])eriod  and  asked  that  the 
nndew  period  include  a  distinct  jdiase 
to  resolve  disputes.  These  commenters 
stated  that  this  was  particularly 
important  for  disputes  which  may  be; 
initiated  towards  tin;  end  of  tin;  review 
and  correction  jjeriod. 

Rusponse:  We  a])j)r(;ciate  the 
comments  and  are  sympathetic  to  the 
need  to  provide  time  for  review  and 
correction  and  tried  to  maximize  the 
time  as  much  as  possible.  However, 
time  constraints  restrict  tlexibility  in 
this  area  given  the  statutory  date  for 
publication  of  the  submitted  data  on  the 
])nblic  Web  site.  In  finalizing  the 
proposal,  we  tried  to  balance  providing 
ajjpropriatc!  time  for  ren  iew  which 
allows  ns  sufficient  time  to  process  the 
data  for  revicnv  and  publication, 
l-’nllowing  the;  first  year  of  re])orting,  in 
which  we  mn.st  imhlish  the;  data  within 
approximately  (5  months  of  receiving  the 
data,  we  must  thercxd'ter  publish  the 
data  within  5)0  days  of  the  last  day  for 
data  submission  (March  31),  .so  a  5)()-dav 
revicnv  ])eric)d  is  not  fcxisible.  Similarlv. 
we  also  bedieve  that  a  OO-day  review 
period  woidcl  not  leave  us  enough  time 
to  aggrcigate  the  data  and  ])repare  it  for 
|)nblic;ation  within  5)0  clays  of  data 
submission.  Ncn'cjrthelciss.  we  do  agree 
that  there  should  he  a  distinct  pha.se  for 
c:orrec;ting  data  to  rci.solve  disputexs  .sinc:e 
we  rec;ognize  that  it  is  not  ])ractic:al  to 
resolve  disputes  initiated  at  the  cmcl  of 
the  review  and  c:orrec:tion  period,  within 
the  time  allotted.  We  belicn’e  that  there 
shoidd  be  a  di.stinc.t  period  after  the 
review  and  c:orrec:tion  period 
specafically  for  corrcic.ting  data  to  resolve 
jjotemtial  clisjjutci.s. 

Given  these  con.straints.  we  have 
finalized  a  45-day  review  and  corrc;c:tion 
period,  during  whic:h  covened  rcKupients 
and  physicnan  owners  and  investors 
may  rcigister  and  then  sign  into  the  CMS 
.scuaire  Wc:h  site  and  review  the;  data 
snbmittcHl  by  applic.ablc!  manufacturers 
and  aj)j)lic;able  CFOs  on  their  behalf  and 
c:hoc).se  to  clisjjute  c:ertain  payments  or 
othcir  transfers  of  value,  or  ownershij)  of 
invcjstment  interests.  As  soon  as  a 
dispute  is  initiated.  a])plic:ahle 
mancdac:turer.s  or  applic.able  (iPOs  may 
bc;gin  resolving  the  dispute  and 
c;c)rrec:ting  the  data.  Following  the  end  of 
the  review  and  c:orrc;c:tion  pcniocl, 
ai)j)licahle  manufacturers  and 
ajjplicable  GFGs  will  have  an  additional 


15  davs  to  c;c)rrc!c:t  data  for  purpo.ses  of 
rc!solving  clis])utc;.s,  and  aftc'r  which  they 
may  submit  (and  provide  attestation  for) 
nj)clatecl  data  to  CMS  to  finalize  their 
data  submission.  Undisputed  data  will 
he  finalized  for  pnblic:atic)n  after  the 
cdose  of  the  annual  45-clay  review  and 
c;c)rrc!c;tic)n  period.  Regarding  the  15-day 
period  for  rcjsolving  and  c.c)rrc;c;ting 
dispntexs  following  the  45-clay  rendew 
l)eric)cl.  we  rec:ognize  that  15  days  is  not 
much  time  for  applic:at)le  manufaednrers 
and  applic:at)le  GFOs  to  resolve  dis])ntcis 
submitted  late  in  the  review  and 
correction  jierioci.  13c!c:anse  we  do  not 
belicive  that  we  have  the  authority  to 
shorten  the  pcaiocl  when  c:overecl 
rcanpients  and  physician  owners  and 
investors  c;an  review  and  submit 
c;orrec:tions  to  the  data,  the  15-clay 
jjeriod  to  c:orrec;t  data  and  resolve 
disputes  must  be  aftca-  the  45-clay  review 
and  correction  pcuiocl.  Extcmcling  the  15- 
clay  dispute  rcisolutiou  period  would  not 
allow  us  sid'fictent  time  to  pre})are  for 
public:  posting  and  we  cannot  clelav 
public:  posting  for  the  review  and 
c:c)rrection  period.  Only  data  c:hanges 
initiated  during  the  45-clay  review  and 
c:c)rrc!ctic)n  i)eric)cl  and  rc;.sc)lvecl  bv  the 
caul  of  thc!  15-clay  pciriod  for  di.s])utc! 
rcjsolntion  will  be;  c:a])tnrecl  in  the  initial 
])nblic:alic)n  of  the  c:nrrc;nt  re])orting  vc;ar 
of  data  on  the  public:  \Vc:h  site.  Di.sputc;s 
submitted  earlier  in  the  review  and 
c:orrc:ctic)n  period  will  have  more  time  to 
be  resolved.  In  order  to  try  to  maximize 
the  .suc:c:e.ssful  rc;.solntion  of  disputes 
and  have  more;  ac:c:iirate  data  for 
])uhlic:atic)n,  we  plan  to  c;nc:c)uragc; 
covered  rec:ij)ic;nt.s  and  physician 
ownc;r.s  and  invc;,stc)rs  to  rc;gi.stc;r  with 
the  CMS  system,  review  their  data  and 
if  nc;c:c;ssarv.  initiate  cli.sj)utc;.s  as  soon  as 
po.ssihlc;  within  the  45-clay  rc;vic;w  and 
c:orrc;c:tion  j)eriod  to  maximize  the 
likelihood  of  sncce.ssful  rc;.solution  and 
ac:c:urate  data  available  for  jHiblic:ation. 

We  also  note  that  c.overed  rc;c:ipient.s 
and  physic:ians  owners  and  invc;.stor.s 
will  have  the  op])C)rtunity  to  rcn'ic;w  and 
submit  c;c)rrc:c:tic)ns  for  data  ni)clatc;cl  by 
applic:ahlc;  manufac:turer.s  and 
ap])lic:ahle  GFOs  (eithc;r  in  response  to 
a  dispute,  omission,  or  c)thc;r  error). 
There  is  no  limit  to  the  ninnl)c;r  of  timc;.s 
a  partic:ular  tran.saction  can  be  reviewed 
and  disputed. 

(JonniiHnt:  Many  c:ommentc;r.s  also 
cli.sc:u.ssc;cl  the  ])rc)c:e.s.sc;s  for  the  rc;view 
and  c:orrc;c;tic)n  period,  inc:lucling  what 
data  woidcl  be  available  during  thc;  45- 
clav  ])c;ric)d.  Thc;  majoritv  of  thc;.se 
c:c)nunc;nter.s  supported  thc;  ,sc;c:urc;  Web 
site  to  vic;w  the  clata  and  rc;c:omnu;nclc;cl 
that  (iMS  cletc;rmine  a  proc;c;ss  to 
validate  thc;  iclc;ntitic;.s  of  thc;  ap])lic:able 
manufacturers.  Rc;gardiug  the  clata 
available,  many  commcinters 


rc;c:ommeuclc;cl  that  (iMS  allow  rc;vic;w 
and  c:c)rrc;c:tic)n  of  more  clata.  bc;yc)ncl  thc; 

2  previous  yc;ars.  Additionally,  a  few 
c:ommc;nters  rc;c;ommenclc;d  that  for  clata 
granted  dc;layc;cl  pnblic:atic)n.  GMS 
should  allow  review  and  c:orrc;c:tion  of 
thc;  clata  in  the  vc;ar  the  data  is 
snl)mittc;cl,  rather  than  thc;  yc;ar  it  will  be; 
publi.shc;cl.  These  c;ommc;ntc;rs  explained 
that  it  will  he  ciasier  for  c:overc;cl 
rc;c:ipient.s  and  phv.sic:ian  owners  and 
invc;.stor.s  to  review  and  c:orrc;c:t  thc;  data 
immc;cliatc;ly  after  thc;  pavment  was 
made,  rathc;r  than  up  to  four  years  later. 

Hespons(^:  Wc;  apprc;c:iatc;  the 
c:c)nuuents  on  the  review  and  c:orrc;c:tion 
proc;ess  and  what  clata  should  be 
available  for  rc;vic;w  during  the  review 
and  c:orrcK:tion  pi;riocl.  Regarding  the 
review  and  c:orrec:tion  proc:c;ss.  wc;  have 
finalized  our  proposal  of  fac;ilitatiug  the 
])roc:e.s.s  on  a  (iMS-sec:urc;  Web  site;.  Wc; 
are  working  to  clc;vc;lop  a  sy.stem  to 
allow  .sec:ure  regi.stration.  clata 
.submission,  clata  rendew  and  submission 
of  c:orrc;c:tic)ns  j)rc)c:es.ses.  Applic:ablc; 
manuiac:tnrc;r.s  and  a])plic:al)lc;  GFOs  will 
only  be  able  to  ac:c:c;.ss  and  review  the; 
data  they  submitted  or  that  was 
submittc;cl  for  them  within  a 
c:c)nsoliclatc;d  report  .sul)mitti;cl  bv 
another  c:c)verc;ci  entity:  c:ovc;rc;cl 
rc;c:i])ic;nts  and  j)hy.sic:ian  owners  and 
investors  will  oidv  be  grantc;cl  ac:c:c;.s.s  to 
data  rc;garcling  ])aymc;nts  or  other 
transfers  of  value  and/or  ownership  or 
inve.stment  interc;.st.s  suhmitted  on  their 
hi;half.  We  agrc;e  that  wc;  will  nc;c;cl  to 
validate  thc;  idc;ntitic;s  of  individuals 
signing  on  to  thc;  Wc;b  site  and  plan  to 
canploy  a  system  that  will  allow  for 
sc;c:urc;  u.sc;r  idc;ntific:ation  and 
authorization.  Wc;  also  plan  to  allow 
])hysic:ians  and  teaching  hospitals  to 
rc;gister  judor  to  thc;  start  of  the  annual 
formal  review  and  c;orrec:tic)n  period  to 
establish  their  jirofile,  allowing  them 
immc;cliatc;  ac;c;es.s  to  thc;  information  at 
the  hc;ginning  of  the  formal  revic;w  and 
c:orrec;lion  period.  The  .sec:urc;  user-basc;d 
authentic:ation  rc;cjuirc;.s  that  the  ac:tual 
individual  rc;gistc;r  and  intc;rac:t  with  the 
system  to  ensure  the  utmost  .sc;c;urity  of 
the  clata.  The  regi.stration  prc)c:e.ss  will 
also  help  ns  c:c)llc;c:t  additional 
information  from  thc;  c:c)ver(;cl  rec:ipient.s 
and  ])hvsic:ian  owners  or  investors  to 
ensure  that  only  thc;  a])j)ro])riatc;  data  is 
available  to  them  and  able;  to  he 
aggrc;gatc;cl  and  presented  to  thc; 
ap])ro])riate  indi vicinal. 

Beyond  thc;  prc)c:c;.ss  for  ac:c:c;.ssing  thc; 
information,  wc;  do  not  agree  that  more 
than  2  years  of  clata  .should  he  available 
for  review  and  c:c)rrc;c:tic)n.  While  wc; 
believe  that  c:c)vc;rc;cl  rc;c:ipient.s  and 
phy.sic:ian  owners  and  inve.stors  should 
have  approjiriate  opportunity  to  review 
the  clata,  we  believe  that  the  clata  should 
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be  finalizcul  and  no  longer  o|)en  to 
disputes  and  updates  after  a  certain  time 
period.  As  discussed  later  in  this 
section.  \v(;  have  workcul  to  im])rove  the 
nn'iew  and  correction  |)rocess(;s  to 
allow  covered  recipients  and  physician 
owners  and  inve.stors  the  oj)j)ortnnity  to 
review  and  correct  their  data  and 
re.solve  dis|)utes  with  ap])licat)le 
manufacturers  ami  applicable  GFOs 
throughout  the  year.  Given  this 
increased  flexihilitv,  we  believe  that 
allowing  only  the  review  of  the  previous 
year’s  data  {submitted  in  that  year) 
provides  covenul  reci|)ients  and 
physician  owners  and  investors 
sufficient  time  to  review  ami.  if 
nece.ssarv,  correct  disputes. 

Additionally,  we  agree  that  all  data 
from  the  previous  reporting  year, 
including  data  granted  delayed 
j)ul)lication  .should  he  available  for 
review  during  the  review  and  correction 
period  following  the  re])orting  vear.  For 
(^xamJ)le.  a  j)ayment  or  transier  of  value 
granted  delayed  publication,  but  made 
in  2014  and  re])orted  in  201  fi,  would  be 
made  available  to  the  covercxl  rcicipient 
for  revic'w  ami  correction  in  201.'),  hut 
would  not  he  pnhlishcKl  until  the 
appropriate  time  for  rekia.se.  We  believe 
covcired  recipicmts  and  physician 
owncjrs  and  invci.stors.  as  well  as 
applicable  manufacturers  and 
applicable  (iPOs  will  he;  hetten-  able  to 
review  and  corrcict  the  data  during  the 
pcM'iod  of  time  immediately  following 
the  transaction,  rather  than  years 
afterward  when  the  data  is  about  to  he 
pnhlishcKl.  Finally,  we  intend  to  provide 
additional  iidormation  ami  guidance  on 
the  reporting  rcupiirements  and  timing 
of  data  revitnv  and  correction  to  hel]) 
ajjplicable  manufacturers.  aj)plical)le 
GFOs,  covered  rcicipients  and  jdivsician 
owners  or  investors  nndcirstaml  how 
transactions  should  he  reported. 

c.  Dispute  Resolution 

In  thc!  proj)osed  rule,  we  j)rovided 
information  on  the  public  jjresentation 
of  disputed,  hut  unrci.solved 
transactions.  We  ])roposed  that  if  an 
a))plicahle  manufacturer  or  a])])licahle 
(d’O.  and  covered  rcjcipient,  or 
])hysician  owner  or  inve.stor  have 
contradictory  information  that  cannot  be 
re.solved  by  the  parties  involved,  then 
the  data  would  he  identified  as 
contradictory  and  both  the  original 
suhmi.ssion  from  the  ap])licahle 
maimfactnnir  or  applicable  GFO,  and 
the  modified  information  provided  by 
the  covenul  recipient  or  physician 
owner  or  investor,  would  appear  in  the 
final  publicly  available  Web  site.  We 
also  j)roposed  that  for  aggregation 
purposes,  we  would  n.se  the 
contradictory  data,  as  corrected  bv  the 


covereil  recipient  or  physician  owner  or 
investor,  for  any  aggregated  totals. 

We  also  received  nnmerous  comments 
on  the  ])ro|)osed  process  for  dispute 
resolution.  In  the  ])roposed  rule,  W(! 
stated  that  we  should  not  be  actively 
involved  in  arbitrating  disputes  between 
a])plicable  mannfacturers  or  applicable 
GFOs.  and  covenul  recipients,  or 
physician  owners  or  iinuustors  regarding 
the  recei])t,  cla.ssification  or  amount  of 
any  payment  or  other  transfer  of  value, 
or  ownershi])  or  investment  intere.st.  We 
proi)osed  that  covered  recipients,  and 
physician  owners  or  investors  may 
recpiest  from  us  the  contact  information 
for  a  s])ecific  applicable  manufacturer  or 
a])])licable  (d^O,  in  the  event  of  a 
])otential  dispute  over  the  re])orte{l  data. 
However,  it  would  h(!  the  res])onsibility 
of  the  covered  nu:i])ient,  or  ])hysician 
owner  or  investor,  to  contact  and 
resolve  the  dispute  with  the  applicable 
manufacturer  or  ai)i)licable  GF(1  We 
])ropo.se{l  that  at  least  one  of  any  entity 
involved  (applicable  manufacturer, 
apj)licable  Gl’O,  covered  nuapient.  or 
physician  owner  or  inve.stor)  mu.st 
report  to  GM.S  that  a  ])ayment  or  other 
transfer  of  value,  or  ownershij)  or 
investment  interest  is  dis|)nted  and  the 
results  of  that  dispute. 

Regarding  the  timing  for  submitting 
disputes,  we  pro|)osed  that  the  4r)-day 
review  period  is  the  ])rimarv 
opportunity  to  correct  errors  or  contest 
the  data  submitted  by  applicable 
manufacturers  and  applicable  GFOs  to 
(]MS.  Once  the  4.‘)-day  review  period 
has  i)assed  and  the  parties  have 
identified  all  changes  or  di.sjnites  and 
we  have  made  or  m)t(ul  tlmm  all,  we 
proi)osod  that  iKuther  ai)])licable 
manufacturers,  applicable  (iFOs, 
covered  reci])ients,  nor  physician 
owners  or  investors  would  he  jjermitted 
to  amend  the  data  for  that  calendar  year. 
W'e  akso  propo.s(ul  that  applicable 
manufacturers,  ap])licable  GFOs, 
covered  recipients,  or  ])hysician  owners 
or  investors  alert  ns  as  soon  as  possible 
regarding  any  errors  or  omissions,  but 
these  changes  may  not  be  made  until  the 
(lata  is  u])dated  for  the  following 
re])orting  y(;ar.  At  that  time,  all  i)arties 
would  once  again  have  an  opjjortunitv 
to  review  and  amend  the  data.  However, 
W(!  pro])ose(l  that  we  would  have  the 
option  to  make  changes  to  the  data  at 
any  time  (for  example,  to  correct 
mathematical  mistakes). 

(joninwni:  (iommenters  had  mixed 
r(!actions  to  the  ])roj)o,sal  that  GMS  not 
l)lay  a  central  role  in  nuuliating 
disputes.  Many  commenters  statcul  that 
GMS  should  manage  the  process  to 
ensure  it  is  standardized  and  intervene 
in  situations  wh(;n  disput(;s  cannot  b(! 
r(;solved.  (ionverselv,  many  other 


commenters  sn})i)orted  that  CMS  should 
not  be  involved  and  that  it  should  be  at 
the  (liscn;tion  of  the  disputing  parties. 
Many  commenters  akso  iHJcommended 
options  for  r(;solution,  such  as  engaging 
a  third  ])arty  to  mediate  tin;  dispnt(;s  or 
dev(do])ing  an  a])])eals  process. 

Sev(!ral  commenters  rciconunended 
that  GMS  allow  ap])licable 
mannfactnrers  and  applicidjle  (iFGs 
(li.scretion  over  which  iJayments  or  other 
transfers  of  value  or  ownership  or 
inve.stment  interests  to  rcisolve.  A  few  of 
th().se  comm(mt(!rs  noted  that  the  statute 
only  nupures  that  G.MS  grant  a  review 
and  correction  period,  but  not  that  all 
disputes  mu.st  he  resolved.  (Conversely, 
a  few  commenters  recoinnKuided  that 
(CMS  impose  a  materiality  thn^.shold, 
and  aj)piicable  manufactur(irs  and 
a])plicable  GFOs  would  not  be  reejuired 
to  resolve  disputes  below  the  thnxshold. 
Additionally,  a  few  commenters 
recommended  that  a])])licahle 
mannfacturers  and  a])])licable  (d’Os 
•shoidd  be  responsible  for  reporting  the 
resolution  of  di.spntes  to  GMS  since  th(!y 
are  subjcict  to  penalties  for  incorrect 
re])orting.  Mo.st  of  these  commenters 
r(K;ommend{Kl  that  a])j)licable 
manufacturers  and  applicable  (JFOs 
should  b(;  allowed  to  re-c(!rtify  the  data 
after  the  dispute  resolution.  Finally,  a 
few  commenters  di.scussed  how  the 
post-submission  revitnv  ])roce.ss  would 
iideract  with  a  ])re-suhmission  review. 

/{(j.spon.s'e;  We  a])])reciate  the 
comments  and  agret;  that  effective  and 
accurate  re.solution  of  disputtis  is 
essential  to  the  program.  After 
reviewing  the  comments,  we  belitn'e 
that  we  do  have  a  responsihilitv  to 
facilitate  the  capability  for  correcting 
the  data  and  resolving  disputtis  among 
the  parti(!s.  However,  we  maintain  that 
we  .should  not  be  actively  engaged  in 
mediating  dispute  r(!.sohitions.  The 
relation.ship  exists  betw(!en  the 
applicable  manufacturer  or  a])])licable 
CiFO,  and  the  covered  reci])ient  or 
physician  owner  or  inve.stor,  so  these 
parti(!s  should  be  involved  in  the 
resolution  of  the  dispute,  not  (CMS.  We 
believ(!  that  we  are  not  the  apj)ro])riate 
])arty  to  mediate  the  disputes.  However, 
we  do  plan  to  provide  the  opportunitv 
for  covered  recipients,  or  physician 
owiuu’s  or  inventors  to  review  and 
correct  the  data  sidjinitted  on  their 
bi'half.  We  also  plan  to  monitor  the  rate 
of  disjjntes  and  r(!solntion.s,  including 
whether  an  applicable  manufactnrta'  or 
applicable  (CFO  has  an  abnormally  high 
number  of  disjnites  or  has  an 
abnormally  high  rate  of  imnxsolved 
(lisjuites. 

\Vhen  covered  recipients  and 
physician  owners  or  invtistors  registcir 
and  sign  on  to  the  secure  GMS  Web  site. 
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all  jKiymonts  or  other  transfers  of  value, 
and  all  ownership  or  investment 
interests,  suhinitted  on  their  hehalf  will 
he  available  for  review.  The  covered 
recipient  or  jdiysician  owner  or  inve.stor 
will  he  responsihle  for  nn'iewing  each 
])aynienl  or  other  transfer  of  value,  or 
own(;rshi])  or  inve.stment  interest,  and 
will  he  able  to  initiate  a  dispute  on  a 
particular  transaction,  if  he/she  chooses. 
If  a  covered  recipient  or  phvsician 
owner  or  investor  decides  to  initiate  a 
dispute,  he  or  she  will  he  directed  to  fill 
out  electronic  fields  detailing  the 
dispute,  including  the  proj)o.sed 
corrections.  The  system  will 
automatically  flag  that  the  transaction 
was  disputed  and  the  system  will  notify 
the  apiu'opriate  a])])licahle  mamd'acturer 
or  applicable  GPO  of  the  disjjute, 
detailing  the  information  submitted  hv 
the  disputing  covered  recipient  or 
physician  owner  or  inve.stor.  The 
a])})licahle  manufacturer  or  aj)plicahle 
GPO  and  i)hy.sician  or  teaching  hospital 
will  then  he  responsible  for  resolving 
the  dis])ute.  after  which  the  applicable 
manufacturer  or  applicable  Gl’Q  will  he 
responsible  for  sulnnitting  corrected 
data  and  re-atte.sting  to  the  new  data  by 
the  end  of  the  l.'i-day  resolution  i)eriod. 
If  a  disjjute  cannot  h(!  njsolved  in  this 
time,  the  i)arties  may  and  should 
continue  to  work  to  reach  resolution 
and  njjdate  the  data.  However,  w(!  will 
continue  to  move  forward  with 
publishing  the  original  and  attested 
data,  hut  will  mark  it  as  disputed. 

If  an  applicable  manufacturer  or 
aj)])lical)le  GPO  submits  ujidatcnl  data  to 
resolve  di.s])ute(s),  the  applicable 
manufacturer  or  applicable  GPO  mu.st 
re-attest  to  the  timeliness,  accuracv.  and 
completeness  of  the  data,  as  reciuired 
during  the  c)riginal  data  submission.  If 
an  ajiplicahle  manufacturer  or 
applicable  GPO  does  not  update  its  data 
at  the  end  of  the  correction  period,  then 
its  original  attestation  will  he  used.  We 
recognize  that  this  requirement  adds  a 
second  attestation  for  applicable 
manufacturers  and  aj)plicahle  GPOs  that 
submit  u])dated  data,  Init  we  believe  it 
is  important  that  all  the  data  i)resented 
on  the  ])uhlic  Web  site  he  snhject  to  the 
.same  attestation  re(|uirements.  We  also 
ludieve  ai)])licahle  manufacturers  and 
a])])licahle  GPOs  will  appreciate  the 
op])ortunity  to  re-attest  in  response  to 
any  ujidates  to  the  data  changed  during 
the  review  and  correction  period. 

Additionally,  we  do  not  agree  that  the 
statute  does  not  reciuire  ajjplicahle 
manufacturers  and  applicable  GPOs  to 
resolve  disputes.  We  believe  that  by 
nujuiring  a  review  and  correction 
period,  Gongress  intended  any  disputes 
identified  to  he  resolved;  however,  we 
do  recognize  that  there  may  he 


situations  when  the  cost  of  initiating 
and  resolving  a  dispute  may  not  he 
worth  the  potential  benefits.  We  intend 
to  monitor  the  volume  and  terms  of 
disputes  and  resolutions,  and  plan  to 
provide  additional  guidance  regarding 
situations  when  the  cost  of  resolving  a 
dispute  may  outweigh  the  benefits. 
Finally,  since  we  are  neith(!r  recjuiring. 
nor  managing  the  pnvsuhmission 
review  j)roce.s.s.  we  do  not  believe  there 
should  he  any  connection  hetwecai  anv 
pre-submission  proce.sses  and  the  GMS 
proce.ss(\s  for  data  sid)mi.ssion  and 
review  and  correction.  For  example,  we 
will  not  restrict  a  physician  who 
reviewed  and  ajjproved  a  payment  in 
the  pre-submission  review  from 
disputing  such  payment  or  other 
transfer  of  value  during  the  GMS 
j)roce.s.s  for  review  and  correction,  since 
we  will  not  know  whether  the  physician 
received  an  o])portunitv  to  pre- review 
the  j)ayments  or  the  nisult  of  hi.s/her 
pr(;- review. 

(Joninient:  Numerous  commenters 
oppo.sed  GMS’s  pro])o.sed  apj)roach  for 
])resenting  dis])uted  data.  Manv 
commenters  stated  that  it  would  he 
misleading  to  end  users  of  the  data  to 
include  both  accounts.  However,  thev 
(liffenKl  in  their  |)r(;f(!rn!d  options  for 
])resenting  unrci.solved  transactions. 
Several  comment(!rs  nicommended  that 
disputed  transactions  should  he  llagged 
as  disputed,  hut  oidy  one  acc;ount  of  the 
tran.saction  Im;  included.  The  majoritv  of 
these  commenters  suggested  that  the 
information,  as  submitted  hy  the 
aj)])licahle  manufacturer  or  applicable 
GPO,  .should  he  the  account  of  the 
transaction  jjuhlished.  since  they  are  the 
entities  with  the  reporting  recpiirements 
and  subject  to  penalties.  Other 
commenters  recommended  that  the 
unresolved  data  should  not  ht; 
puhli.shed  until  it  has  been  resolved. 
Beyond  the  data  reported,  a  few 
commenters  recommended  that  GMS 
outline  incentives  for  resolving  disputes 
in  order  to  ensure  that  applicable 
manufacturers,  applicable  GPOs. 
covered  recipients  and  idiysician 
owners  and  investors  participate  in  the 
dispute  resolution  process. 

lifisponsfi:  We  ap])reciate  the 
comiiKints  and  agnu;  that  puhli.shing 
both  accounts  of  a  di.sj)uted  transaction 
would  he  mishiading.  Although  we 
htdieve  publishing  both  accounts  would 
provide  the  details  of  tin;  dispute; 
ther(;hy  ])roviding  the  greatest 
tran.s])arency.  we  believe  that  this  level 
of  detail  would  not  he  u.seful  for  end 
users  of  the  data.  We  also  agree  that  any 
dis))uted  transactions  that  have  not  vet 
been  resolv(;d  should  be  labeled  as  such, 
hut  that  only  a  single  account  of  the 


transaction  should  he  listed  on  the 
public  Web  site. 

We  also  do  not  agree  that  di.sj)uted 
transactions  should  not  he  ))ublished 
publicly  until  they  are  resolved.  We 
idelieve  that  this  m(;thod  would 
potentially  cr(;ate  an  incentive  for 
cover(;d  recipients  and  ])hvsician 
own(;rs  or  investors  to  dispute  (;ach 
tran.saction  of  the  i)ublic  Web  site  to 
])revent  them  from  being  made  ])uhlic. 

\Ve  also  h(;lieve  that  publication  of 
disputed  tran.sactions  will  incentivize 
the  parties  to  re.solve  disputes  in  a 
timely  manner.  We  do  not  believe  that 
any  additional  incentives  are  necessary. 
We  believe  that  the  interest  to  only 
publish  accurate  and  undisputed 
information  will  j)ush  all  parties  to 
actively  resolve  di.spute.s. 

Therefore,  we  will  finalize  that  on  the 
public  Web  site,  jjayments  or  other 
transfers  of  value  or  ownershij)  or 
inve.stment  interests  that  cannot  he 
resolved  by  the  end  of  the  l.'i-dav 
resolution  period  will  he  marked  as 
"disputed,”  hut  the  ajiplicable 
manufacturer’s  or  applicable  GPG's 
mo.st  recent  attested  data  subject  to  the 
dispute  will  be  the  onlv  account  of  the 
information  j)id)li.shed.  W(;  h{;lieve 
puhli.shing  the  mo.st  recent  attested 
account  by  the  applicable  manufacturer 
or  aj)jdicahle  GF()  (rather  than  the 
corrected  account  i)rovided  bv  the 
covered  recipient  or  phvsician  owner  or 
inve.stor  during  the  review  and 
correction  period]  is  apjjropriate 
because  applicable  manufacturers  aud 
ai)plicable  GPOs  are  res])on.sihle  for 
collecting,  reporting,  and  attesting  to  the 
accuracy  of  the  information  and  are 
subject  to  penalties  for  failure  to  report. 
The  parties  may  continue  to  re.solve 
disputes  after  the  close  of  the  resolution 
jieriod  and  after  the  data  has  been 
published  publicly,  or  may  leave  the 
data  as  di.s]3uted;  however,  we 
discouraged  leaving  data  as  disputed 
and  advocate  for  timely  dispute 
resolution. 

Conmum/;  Several  commenters  did 
not  .snpj)ort  the  4.'j-day  review  period 
being  the  only  opportunity  to  review 
and  c:orrect  the  data  and  ret;ommend{;d 
that  review  and  corr(;ction  be  available 
more  frecpiently.  Many  commenters  also 
recommended  that  GMS  allow  for 
changes  to  he  made  more  than  once 
annually  to  ensure  that  mistakes  are 
identified  and  correct(;d  on  the  public 
Web  site  as  soon  as  ])os.sible.  Finally,  a 
few  commenters  also  recommended  that 
ap])licable  manufacturers,  applicable 
GPOs,  covered  recipients,  and  physician 
owners  or  investors  should  not  have  to 
report  mistakes  immediately,  hut  allow 
time  to  investigate  the  mistake 
internally. 
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liesponst^:  \V(;  apjji’oeiate  the 
eoniinents  on  updating  tlie  pul)li(:  Wei) 
site  and  agree  that  we  liax  e  a 
responsibility  to  allow  for  updates  to  the 
data  more  Irecpientlv  than  once  a  year 
(luring  the  iorinal  4.'j-day  review  and 
correction  period  and  15-dav  resolution 
period,  |)articularlv  given  the  short  time 
|)eriod  for  the  data  to  he  reviewed  and 
updated.  We  believe  that  some  dis])ntes 
will  not  he  resolved  in  time  for  updated 
data  to  he  included  in  the  jaihlic  data 
release  for  that  reporting  year,  but  will 
he  resolved  and  re(]uire  changes 
thereafter.  'I'he.se  should  not  he 
incorrectly  listed  on  the  Web  site  for  a 
whole  year,  when  they  have  in  fact  been 
resolved.  Nevertheless,  we  also  believe 
that  we  do  not  ha\'e  the  resources  to 
make  continual  changes  to  the  Web  site 
and  should  not  he  recpiired  to 
continually  uj)date  the  data.  We  will 
update  the  current  and  a  previous  year's 
data  at  least  once  annually,  beyond  the 
initial  data  |)nhlication  following  the 
suhmi.ssion  of  the  data. 

Similarly,  we  also  believe  that 
covered  recipients,  and  physician 
owners  or  investors  shouhl  be  allowed 
to  review  and  disi)nte  the  contents  of 
the  j)ul)lic  Web  site  throughout  the  vear. 
After  registering  with  the  CMS  svstem, 
physicians  and  teaching  hospitals,  and 
physician  owners  and  inve.stors  may 
sign  in  to  the  system  to  review  or 
disi)ute  officially  submitted  and  atte.sted 
transactions  any  time  during  the  year. 
However,  any  disputes  and  snhseciuent 
njjdates  initiated  and  resolved  outside 
the  4.‘j-day  review  and  correction  period 
and  l.'j-day  re.solution  period  mav  not  he 
rellected  on  the  public  Web  site  until 
the  next  update  of  the  data.  We  believe 
this  fairly  allows  covered  reci])ients  and 
physician  owners  or  investors  control 
over  reviewing  and  correcting  their  data 
at  all  times,  but  does  not  recpiire  us  to 
make  continual  changes  to  the 
published  data.  This  .system  will  also 
allow  covered  recipients  and  physician 
owners  and  inve.stors  the  opportunity  to 
easily  and  efficiently  review  (and 
dispute,  if  necessary)  data  ujxlated  and 
re-submitted  by  an  a|)plicahie 
manufacturer  or  applicable  (ilT). 

Finally,  we  also  under.stand 
applicable  inamdactnrers,  applicable 
(d’Os.  covered  recipients,  and  physician 
owners  or  investors  may  want  to 
investigate  errors  internally  before 
notifying  (iMS  of  errors  or  omi.ssions. 
However,  we  believe  that  errors  and 
changes  need  to  he  rej)orted  to  ns  as 
.soon  as  jjossihle  .so  that  we  have  the 
mo.st  accurate  information  possible.  We 
believe  that  covered  recipients  and 
physician  owners  or  investors  should 
use  the  CMS  review  and  correction 
j)rocesses  to  report  errors  and  begin  to 


resolve  them  with  ajjplicahle 
manufacturers  and  applicable  (JFOs  as 
(juickly  as  possible.  It  will  he  the 
res])onsil)ility  of  the  applicable 
manufacturer  or  a])plical)le  (d’O  that 
submitted  and  attested  to  the  data  to 
submit  any  updates,  including  errors 
and  omissions,  innnediatelv  after 
confirming  that  an  n])date  is  needed  or 
an  error  needs  to  he  corrected;  failure  to 
do  so  may  he  considered  incomplete 
reporting  and  may  give  ri.se  to  ])enalties. 

D.  Public  Avuildhilitv 

Under  the  statute,  we  are  retjuired  to 
publish  on  a  publicly  available  Web  site 
the  data  reported  by  api)licahle 
manufacturers  and  apj)licahle  CiPOs  for 
(W  2012  by  Se])temher  30,  2013.  For 
each  year  thereafter,  we  must  publish 
the  data  for  the  ])receding  calendar  year 
by  (ime  30th.  Given  the  timing  of  the 
final  rule,  no  data  will  he  collected  for 
GY  2012.  so  the  first  data  j)ul)lication 
will  he  in  2014  for  data  collected  in 
2013. 

In  the  ])ropo.sed  rule,  we  noted  that 
section  4  of  Fxecntive  Order  13.')(j3  calls 
upon  agencies  to  consider  ai)])roache.s 
that  "maintain  flexibility  and  freedom 
of  choice  for  the  public,"  including  the 
“provision  of  information  to  the  ])nl)lic 
in  a  form  that  is  clear  and  intelligible." 
We  re(|ue.sted  comment  on  how  to 
structure  this  Web  site  for  ultimate 
usability  and  proi)osed,  as  recinired  hv 
statute,  that  the  \Veh  site  will  include 
information  on  anv  enforcement 
activities  taken  under  .section  1128G  of 
the  Act  for  the  ])revion.s  year; 
background  or  other  hel])ful  information 
on  relationships  between  the  drug  and 
device  industry  and  physicians  and 
teaching  hospitals;  and  publication  of 
information  on  payments  or  other 
transfers  of  value  that  were  granted 
delayed  rej)orting. 

(Joinnwnt:  Numerous  commenters 
provided  feedback  on  the  public  Web 
site,  particnlarlv  the  develo])ment  of  the 
Web  site.  Many  commenters  called 
upon  GMS  to  solicit  stakeholder 
a.ssi.stance  in  the  development  of  the 
l)uhlic  Wei)  site  and  that  stakeholders 
should  he  given  the  oi)])ortunity  to 
comment  on  the  Web  site  content  prior 
to  it  being  finalized.  A  few  commenters 
also  recommended  various  methods  to 
better  develop  the  Web  site,  such  as 
reviewing  existing  Web  sites  with 
similar  information  as  exam])les. 
Finallv,  a  few  other  connnenters 
recjnested  that  GMS  provide  more 
information  on  the  public  Web  site  in 
the  final  rule. 

Pcsfioiisc:  We  a])])reciate  the 
comments  and  agree  that  stakeholder 
input  is  essential  to  the  success  of  the 
public  Web  site.  We  j)lan  to  engage 


stakeholders  regarding  the  content  of 
the  Web  site,  since  we  recognize  that 
stakeholders  and  the  public  mu.st  he  a 
part  of  the  development  ])rocess.  We 
agree  that  it  is  important  that  the  final 
\Vel)  site  is  u.ser-friendly  and  i)rovide 
accurate  and  understandable 
information  to  the  public.  In  order  to 
regain  flexibility  over  the  details  of  the 
Web  site  and  allow  the  opportunity  to 
work  with  .stakeholders  on 
developnient.  we  have  only  provided 
general  information  on  the  public  Web 
site  in  the  final  inle.  We  believe  that  it 
is  important  that  we  have  flexibility  to 
make  changes  to  the  Web  site  as  they  are 
identified,  hut  do  plan  to  engage  the 
public  on  the  future  develo])ment.  We 
intend  to  release  additional  information 
about  the  Web  site  through  education 
and  outreach  to  the  stakeholder 
community. 

(ionuneni:  In  respon.se  to  our  itHjue.st 
for  comment  on  the  .structure  of  the 
public  Wei)  site,  we  received  numerous 
comments  reconimending  specific 
infoiination  to  he  included,  as  well  as 
the  Web  site's  capabilities.  Some 
commentei's  recommended  that  specific 
information  and  I'esearch  should  he 
included  on  the  Web  site  as  background 
or  contextual  information,  particnlarlv 
including  details  of  the  reporting 
nupiirements  and  the  benefits  of 
relationshij).s  between  manufactin'eis 
and  i)hysicians  and  teaching  ho.s])itals. 
Additionally,  some  other  connnenters 
recommended  that  (-MS  link  to  other 
Wei)  sites,  such  as  ])hy.sician  codes  of 
conducts  ora  manufacturer's  published 
data. 

Regarding  the  capabilities  of  the  Web 
site,  .sonie  commenters  recommended 
that  the  data  should  he  easily  searchable 
and  downloadable.  Giber  commenters 
recommended  specific  file  .structures 
and  details  for  the  data,  for  public  use, 
as  well  as  use  by  researchers,  including 
allowing  researchers  to  obtain 
itifortnation  that  is  not  publicly 
available. 

Pcsponse:  We  appreciate  the 
comments  and  agree  that  both  the 
information  included  and  ca])al)ilities  of 
the  Web  site  are  extremely  im])ortant. 

We  support  niany  of  the 
recommendations  and  have  ])rovided 
general  ])lans  for  the  information  to  he 
j)re,sented,  as  well  as  the  capabilities  of 
the  Web  site.  We  plan  to  ensure  that  the 
])ul)lic  Wei)  site  accui’alely  and 
com])letely  describes  the  nature  of 
relationships  between  physicians  and 
teaching  hospitals,  and  the  induslrv, 
including  an  ex])lanalion  of  beneficial 
interactions.  In  addition,  we  ])lan  to 
pi'ovide  information  to  stakeholders 
regarding  the  data  submission,  review, 
di.s])ute,  dispute  re.solution  and  other 
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a])])li(:al)le  ojjerational  j)r()(:(!sses.  As 
])r()j)()S(;cl,  the  Web  site  will  clearly  stale 
that  di.sclesure  of  a  j)aynient  or  otlier 
transfer  of  value  on  the  Web  site  does 
not  indicate  that  the  payment  was 
legitimate  nor  does  it  neces.sarilv 
imlicat(!  a  conflict  of  interest  or  any 
wrongdoing.  VV(;  a|)preciate  tin;  suj)port 
of  this  language!  and  plan  to  emi)hasize 
it  on  th(!  \V(!l)  site.  We  also  jilan  to 
provide  Freejiiently  Askeul  Questions 
(FAQs)  and  other  methods  to  helj)  users 
find  and  understand  this  important 
contextual  information. 

While  we  ap])r(!ciate  that  there  is 
similar  information  available  from 
industry  and  stakeholders  that  may  be 
l)(!neficial  to  include  on  the  |)nl)lic  Web 
site,  we  also  want  to  try  to  reduce  the 
])romotional  or  coinjiany  speicific 
information  on  the  Web  site,  .so  we  will 
need  to  assess  th(!  best  way  to  include 
this  information,  if  at  all.  Finally,  we  are 
akso  cognizant  that  the  Web  site  will 
include  a  significant  amount  of 
information  and  are  considering  the  best 
way  to  })rovide  sidficient  context 
without  overwhelming  the  consumer. 

As  nuiuired  by  statute,  we  ])lan  to 
aggregate  the  data  submitted  and 
puiilish  the  data  on  a  Web  site  that  is 
searchable  across  multiple  fields  and 
available  for  downloads.  In  addition,  we 
|)lan  to  establish  mechanisms  for 
r(!searchers  who  may  want  information 
that  is  not  juihlicly  available.  We 
believe  that  the  data  inchuhid  in  the 
database  is  primarily  important  for 
consumers,  but  understand  that  it  also 
])rovid(!s  numerous  o])])ortunilies  for 
research  on  ])rovider-indnstrv 
relationships.  We  ])lan  to  provide 
op])ortnnities  to  download  the  data  that 
support  researchers,  as  well  as 
consumers,  since  we  believe  that 
research  on  this  information  is  an 
im])ortant  benefit  of  any  transparency 
initiative. 

1.  Data  Elements 

In  the  proposed  rule,  we  listed  the 
data  elements  that  would  he  available 
on  the  public  Web  site.  We  did  not 
receive  anv  comments  on  these,  so  w(! 
have  finalized  them  as  ])ro])osed.  As 
re(|inred  by  .statute,  a  physician’s  NFl 
will  not  he  ])nhli.shed  on  the  ])iihlic  Web 
site.  In  these  lists,  w(!  have  included  any 
nece.ssarv  changes  as  retpured  hv  other 
.sections  of  the  final  ride.  The  asterisks 
indicate  the  additional  information  that 
we  will  publish  under  the  discretion 
j)rovided  by  the  statute.  As  reijnired  in 
.section  1128G(c)(l)((;)(ii)  of  the  Act.  at 
a  minimnm  the  following  information 
on  j)ayments  and  other  transfers  of 
value  would  he  included  on  the  j)nl)lic 
Web  site  in  a  format  that  is  searchable. 


downloadable,  imder.standable,  and  able 
to  he  aggr(!gat(!d: 

•  A])plical)le  manufacturer’s  name. 

•  Covered  nuapient’s — 

++  Name; 

++  Specialty  (phy.sician  only);  and 

++  Frimary  business  .street  address 
(])ractice  location). 

•  Amount  of  ])aym(!nt  or  other 
transfer  of  value  in  IJ.S.  dollars. 

•  Date  of  ])ayment  or  other  transfer  of 
value. 

•  Form  of  payment  or  other  transfer 
of  value. 

•  Nature!  of  payment  or  other  transfer 
of  value. 

•  Name(.s)  of  the  related  covered 
drugs,  d(!vices,  biologicals,  or  medical 
su])])lies,  as  applicable. 

•  NDCs  of  related  cover(!d  drugs  and 
biologicals,  if  any.* 

•  Name  of  the  entity  that  received  the 
payment  or  other  tran.sfer  of  value,  if  not 
provideul  to  the  covered  recipient 
directly. 

•  Statement  providing  additional 
context  for  the  payment  or  other  tran.sfer 
of  value  (optional).* 

Imr  r(!.search  payments  or  other 
transfers  of  value,  at  a  minimum  the 
following  resixirch  related  information 
will  he  available  on  the  public  Web  site; 

•  Name  of  r(!.search  institntion/entily 
receiving  paym(!nt. 

•  Total  amount  of  research  ])avment. 

•  Name  of  study. 

•  Name(.s)  of  the  n!lated  cover(!d 
drugs,  devices,  biologicals  or  medical 
supplies. 

•  ND(i.s  of  related  covered  drugs  and 
biologicals,  if  any.* 

•  Principal  inve.stigator(.s)  (including 
name,  specialty  and  primary  business 
address). 

•  C'.onlext  of  research. 

•  ClinicalTrials.gov  identifier 
(optional). 

For  ])hy.sician  ownership  and 
investment  interests,  at  a  minimnm  the 
following  information  would  be 
included  on  the  jiuhlic  Web  site  in  a 
format  that  is  .searchable,  downloadable, 
understandable,  and  able  to  be 
aggr(!gated; 

•  Aj)|)lical)le  manufacturer’s  or 
ajiplicahle  CPO’s  name. 

•  Physician  owner  or  investor’.s — 

++  Name; 

++  Sp(!cialty;  and 

++  Primary  business  .strei!t  addre.ss. 

•  Whether  the  ownership  or 
investment  interest  is  held  by  the 
phvsician  or  an  immediate  family 
member  of  the  phvsician. 

•  Dollar  amount  invested. 

•  Value  and  terms  of  each  ownership 
or  investment  intere.st. 

•  Any  pavment  or  other  transfer  of 
value  provided  to  the  physician  owner 
or  inve.stor,  including; 


++  Amount  of  pavment  or  other 
tran.sfer  of  value  in  IJ.S.  dollars. 

++  Date  of  payment  or  other  transfer 
of  value. 

++  Form  of  payment  or  other  transler 
of  value. 

++  Nature  of  pavment  or  other 
tran.sfer  of  value. 

++  Name(.s)  of  the  related  covered 
drugs,  devices,  biologicals,  or  medical 
.suppli(!.s.  as  a])j)llcahle. 

++  NDCs  of  related  coveri!d  drugs 
and  biologicals,  if  any.* 

++  Name  of  the  entity  that  received 
the  payment  or  other  transfer  of  value, 
if  not  jirovided  to  the  phy.sician  directly. 

++  Statement  providing  additional 
context  for  the  payment  or  other  tran.sfer 
of  value  (optional).* 

E.  Dalovof]  Piiblicntion  for  Pnvnwnts 
Mcido  I  hicior  Product  Research  or 
Development  Agreements  and  CAinical 
Investigations 

Section  1128CJ(c)(l)(E)  of  the  Act 
j)rovides  for  delayed  publication  of 
payments  or  other  transfers  of  value 
from  applicable  manufacturers  to 
covered  reci})ient.s  made  pursuant  to 
c(!rtain  kinds  of  jjroduct  research  or 
development  agreements  and  in 
connection  with  clinic;al  investigations. 
This  |)rovision  .s(!eks  to  balance!  the  need 
for  confidentiality  of  proprietary 
information  with  the  need  for  public 
transparency  of  payments  to  covered 
recipients  that  could  affect  pre.scribing 
habits  or  n!search  outcomes. 

In  the  jiroposed  rule,  we  jiropo.sed 
that  payments  or  other  transfers  of  value 
would  be  granted  delayed  jinblication 
only  if  tluw  were  made  in  the  context 
of  a  relationshi]!  for  bona  fide  re.search 
or  clinical  investigation  activities.  We 
jiropo.sed  that  the  “jjroduct  re.search  or 
develo])ment  agreement”  referenced  in 
the  statute  included  a  written  statement 
or  contract  between  the  applicable 
manufacturer  and  covered  recijjient,  as 
well  as  a  written  n!search  jjrotocol. 

Section  1 128C(c)(l)(E)  of  the  Act 
jirovides  .sp(!cific  situations  when 
delayed  ]nihlication  of  jiayments  or 
other  transfers  of  value  is  appropriate, 
including  the  following; 

•  Re.search  in  connection  with  a 
pot(!ntial  new  medical  technology  or  a 
new  application  of  an  existing  medical 
t(!chnology. 

•  The  developm(!nt  of  a  new  drug, 
device,  biological,  or  medical  .sup])ly. 

•  In  connection  with  a  clinic:al 
investigation  regarding  a  n(!W  drug, 
device,  biological,  or  medical  supply. 

In  the  proposed  rule,  we  notiul  the 
difficulty  in  .sejiarating  m(!dical 
technology  from  the  definition  of 
covered  drug,  device,  biological  or 
medical  supply  and  proposed  to 


Federal  Register/ Vol.  7H,  No.  27 /Friday,  February  B,  2013 /Rules  and  Regulations 


consider  "medical  technology”  broadly 
to  include  any  drug,  device,  biological, 
or  imulical  supply.  Siinilarlv,  due  to  the 
overlaj)  between  the  t(!rius  "re.searcb” 
and  "(ievelopiueut,"  we  pro])ost;d  to 
treat  them  similarly  in  this  provision.  In 
the  proj)osed  ride,  we  not(;(l  that  the 
(hdinition  ol Clinical  investigations  in 
section  ri2H(I(e)(3)  ol  the  Act  is  distinct 
iroin  both  “re.searcb"  and 
“develoj)inent"  for  the  purposes  of 
section  1128ti  the  Act.  \Ve  notcul  that 
tins  (bduiition  may  abso  dilTer  from 
those  that  applical)ie  manufacturers  may 
be  familiar  with  in  21  (IFR  312.3  and 
«12.3. 

(liven  tbe.se  inteipretations,  we 
proposed  that  delayed  publication 
should  apj)ly  to  ])ayments  to  covered 
recipients  for  services  in  connection 
with  research  on.  or  dex  elopment  of. 
new  drugs,  devices,  biologicals.  or 
medical  supplies,  as  well  as  new 
applications  of  existing  drugs,  devices, 
biologicals.  or  im;dical  suj)])lies. 
(Conversely,  we  propo.sed  limiting 
delayed  publication  for  ])ayments  in 
connection  with  clinical  investigations 
to  /JCM’ drugs,  devices,  biologicals.  or 
medical  su|)plies.  but  not  new 
applications  of  existing  drugs,  devices, 
biologicals,  or  medical  sn])plies. 

Finally,  the  statute  also  recpiires  that 
information  about  payments  and  other 
translers  of  value  that  are  delayed  from 
publication  must  be  made  publicly 
available  on  the  first  jmblication  date 
after  the  earlier  of  either:  (1)  tlu; 
approval,  licensuri!  or  clearance;  by  the 
FDA  of  the  ce)vered  drug,  device, 
biological  or  medical  supply:  or  (2)  4 
calendar  years  after  the  date  of  ])ayment 
or  other  transfer  of  value. 

(A)mnu^nl:  Numerous  commeuters 
provided  input  on  these  interpretations 
and  i^roposals.  .Some  commeuters 
recommended  that  (CM.S  expand  the 
situations  when  a  payment  or  other 
transfer  of  value  may  be  granted  d(;laved 
publication.  For  exainjile.  a  few 
commeuters  suggested  that  all  r(;searcb- 
relat(;d  payments  or  other  transfers  of 
value  should  be  granted  a  delay  in 
publication,  regardle.ss  of  the  product 
under  consideration.  .Some  conunenters 
al.so  explained  that  research  on  non- 
covered  products  should  also  be  grantetl 
delayed  publication,  including  pre- 
clinical  research,  which  is  often  not 
expn;ssly  connected  to  a  j)roduct. 
Conversely,  other  commeuters 
ret:ommend(;d  that  (^M.S  narrow  the 
situations  when  a  payment  or  other 
transfer  of  vahu;  is  granted  delayed 
publication.  For  example,  a  few 
commeuters  suggested  interpreting 
medical  technology  as  a  subset  of 
covered  drugs,  devices,  biologicals  or 
medical  supj)lie;.s,  which  would  include 


only  devices  or  even  only  a  subset  of 
devices.  A  few  conunenters  also 
r(;conmu;nded  that  CM.S  not  allow  any 
delayed  publication  for  paymi;nts  or 
other  transfers  of  value  r(;lated  to  new 
apj)lications  of  existing  ])roducts. 

Finally,  a  lew  otlier  conunenters 
r(;(piested  that  CM.S  allow  for  delayed 
publication  of  sensitive  payments  or 
other  translers  of  value  that  an;  not 
related  to  res(;arcb,  such  as  busine.ss 
developm(;nt  activities. 

Resfyonstr.  VVi;  appreciate  these 
comments.  However,  we  beli(;ve  that 
our  ])r()po.sal  strikes  a  good  balance  for 
granting  certain  payments  or  other 
transfers  of  vahu;  a  delay  in  publication, 
in  order  to  provide  adtlitional  context  to 
stakeholders,  w(;  seek  to  clarify  t)ur 
interi)retation  of  the  proposed 
reciuirements  for  delayed  publication. 

All  ])ayments  or  other  transfers  of 
value  that  an;  related  to  re.searcb,  as 
defined  in  §4()3.t)()2,  and  an;  made 
|)ursuant  to  a  written  r(;.searcb 
agre(;ment  for  res(;arcb  relat(;d  to  iKnv 
products  will  be  granted  a  delav. 
However.  paym(;nts  or  other  transfers  of 
value  n;lated  to  re.searcb  for  iu;w 
api)lications  of  products  aln;adv  on  tlu; 
market  will  be  tr(;ated  differently  dm;  to 
the  statutory  distinction  betw(;en  new 
])roducts  and  new  applications  of 
(;xisting  ])roducts.  Fursuant  to  the 
statute,  payments  r(;lat(;d  to  research  on 
new  apj)lic:ations  of  (;xisting  products 
will  1)(;  granted  a  delay  only  if  the 
research  does  not  m(;et  the  definition  of 
“clinical  investigation.”  VVe  n;cognize 
that  clinical  investigations  are  a  sub.set 
of  research;  however,  we  believe  that 
the  statute  clearly  differentiates  them  for 
purposes  of  delayed  publication  from 
re.searcb  and  development,  and 
indicates  that  payments  or  other 
tran.sfers  of  value  made  in  connec:tion 
with  clinical  inve.stigations  (as  defined 
in  .sei'.tion  1128(3(e)(3)  of  the  Ac;t)  related 
to  new  applications  of  existing  j)roduct.s 
should  not  be  granted  a  delay,  (uven  the 
broad  scope  of  the  statutory  definition 
of  “clinical  investigation,”  we  b(;lieve 
this  includes  Phases  1  through  IV 
clinical  re.searcb  for  drugs  and 
biologicals,  and  aj)j)roval  trials  for 
devices  (including  medical  su])])lies). 
We  also  amended  the  regulatory 
definition  to  inebub;  biologicals  and 
medical  .su])plie.s,  as  well  as  drugs  and 
d(;vic(;s,  since  all  ])roduct  types  should 
be  treated  similarly. 

We  recognize  that  the  interpretation 
of  the  m(;aning  of  a  n(;w  product  (as 
o])])osed  to  a  new  aj)])lication  of  an 
existing  ])roduct)  for  the  j)ur])ose.s  of 
section  1128(1  of  the  Act  may  differ 
from  other  definitions,  such  as  the 
clefinition  of  new  drug  in  21  U.S.d.  3.'5.'). 
For  jjurjjo.ses  of  determining  eligibilitv 


for  delav(;d  ])ublication  under  .section 
1128(1(c)(l)(E)  of  the  Act,  new  generic 
ju'oducts  will  1)(;  con.sider(;cl  new 
l)roduct,s,  including  drugs  receiving 
ai)j)roval  under  an  Abbr(;viat(;d  New 
Drug  Ap])lication,  and  devices  under 
the  .')l()(k)  process. 

Finally,  while  we  recognize;  tlu; 
l)otentially  sensitive  nature  of  bu.sin(;.ss 
dev(;lo])ment  activities,  we  do  not 
b(;lieve  that  the  statute  grants  us  tlu; 
ability  to  granted  delays  for  ])ayment 
ty])es  otb(;r  than  r(;.searcb. 

Regarding  the  written  agreement  and 
re.searcb  pnetocol,  we  di.scus.sed 
numerous  comments  on  these 
r(;(]uir(;ment.s  earlier  in  the  r(;searcb 
.section,  ))articularly  regarding  the 
r(;(iuirement  that  a  research  study  must 
be  subject  to  both  a  written  agreement 
and  a  research  protocol.  We  have 
final iz(;d  the  same  r(;(juirements  for 
payments  or  other  transfers  of  value 
granted  delaved  publication.  In  general, 
a  payment  or  other  transfer  of  value  can 
only  be  granted  delayed  publication  if 
the  ])ayment  meets  the  d(;finition  of 
r(;.searcb  and  could  be  report(;d  under 
the  “resi;arcb”  natun;  of  |)ayment 
category.  Any  related  jiayments  or  otb(;r 
tran.sf(;rs  of  value  that  would  not  be 
r(;])orted  as  a  part  of  the  research  nature; 
of  |)ayment  category,  ]uir.suant  to  the 
discussion  in  .section  II.B.I.i.  of  this 
final  rule,  will  not  be  granted  delay(;d 
publication. 

(jOinmanI:  (iommenters  s])ecifically 
rece)mm(;nd(;d  that  4  years  is  not  (;nougb 
time  for  full  development  of  a  product, 
and  that  payments  should  only  be 
iniblisbed  after  I"DA  a])])roval.  licensure 
or  clearance. 

ResjyonsH:  We  aj)])reciate  the 
comments,  but  the  timelines  are  clearly 
delineated  in  section  1128(1(c)(1)(E)  of 
the  Act.  We  do  not  have  the  authority 
to  alter  them.  Additionally,  we  b(;lieve 
(Congress  clearly  intended  that  all 
])ayments  should  be  included  on  the 
public  Web  site,  even  if  a  product  never 
received  FDA  a]j])roval.  licensure  or 
clearance. 

1.  Process  for  R{;])orting  Payments  or 
Other  'Fransfers  of  Value  (Iranted 
Delaved  Publication 

We  receiv(;d  numerous  comments  on 
our  ])roj)o.sed  method  for  notification  to 
OM.S  which  ])ayment.s  or  other  transfers 
of  value  are  eligibh;  for  delaved 
])ubllcation  on  the  public  Web  site,  as 
well  as  additional  methods  for  reporting 
the  information  to  (IMS.  We  pro])o.sed 
that  a))])licable  manufacturers  should 
indicate;  on  their  reports  whether  or  not 
a  |)ayment  or  other  transfer  of  value 
should  hi;  granted  a  delay  from 
publication.  In  addition,  we  j)ro])o.sed 
that  jiayments  or  other  transfers  of  value 
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subject  to  delayed  reporting  need  to  lx; 
re])orted  each  year  with  a  continued 
indication  that  ])ul)lication  should 
nmiain  delayed  and  anv  ui)dated 
information  on  the  ])ayinent  or  other 
transfer  of  value,  as  nece.ssarv.  Further, 
we  jnoposed  that  following  FDA 
apj)roval,  licensure  or  chiarance, 
applicable  inanufactunas  must  indicate 
in  their  next  annual  submission  that  the 
l)ayment  .should  no  longer  he  granted  a 
delay  and  should  he  puhlished  in  the 
c.urrent  rejjorting  cycle.  Finally,  we 
jji'oposed  that  if  a  njport  includ(!s  a  date 
of  payment  4  years  prior  to  the  current 
year,  then  the  payment  or  other  transfer 
of  value  would  ho  automaticallv 
puhlished.  regardless  of  whether  the 
applicable  manufacturer  indicates  that 
the  payment  should  he  delaved. 

(Aniiiuant:  A  few  commenters 
recjuested  clarification  on  whether 
applicable  manufacturers  would  he 
r(!(|uired  to  indicate  that  a  payment  or 
other  transfer  of  value  shoukl  he  granted 
delayed  publication.  Other  commenters 
provided  alternative  methods  for 
reporting  payments  or  other  transfers  of 
value  eligible  for  delaved  publication. 

For  exam])le,  some  commenters 
recommended  that  applicable 
manufacturers  should  only  report  the 
payment  or  other  transfer  of  value  to 
CMS  in  the  year  it  was  made;  and  then 
again  in  tin;  year  it  is  to  he  ])uhli.shed. 
Similarly,  other  commentcas 
recommended  that  applicable 
manufacturers  should  onlv  re|)orl 
payments  or  other  transfers  of  value  in 
the  year  they  are  to  he;  ijuhlisheil.  In 
addition,  a  few  commenters  ex])res.sed 
concern  about  confidentiality  and 
recommended  that  a))])lic:ahle 
manufacturers  should  not  be  required  to 
report  the  identifying  details  of  the 
payment  or  other  transfer  of  value  until 
the  payment  was  scheduled  to  he 
puhlished.  Beyond  identifving  details, 
some  commenters  recommended  that 
CMS  allow  applicable  manufacturers  to 
re])ort  “research  and  develojiment”  for 
the  product  name,  rather  than  the 
jn'oduct,  in  order  to  better  j)rotect 
proprietary  interests.  Similarly, 
c:omm(;nter,s  recommended  that  (]M.S 
nev(;r  nujuire  the  collection  of  r(!search 
])rotoc:ol.s  in  order  to  ensure  a  payment 
or  other  transfer  of  value  should  hi; 
granted  delayed  publication. 

lUisponsa:  VVe  ap])reciate  the 
comments  and  agree  that  applicable 
manufacturers  are  not  rcciuirad  to 
indicate  that  payments  or  other  transfers 
of  value  are  eligible  for  delayed 
publication  anrl  may  instead  choose  not 
to  indicate  eligibility  for  the  delav. 
However,  if  a  manufacturer  does  not 
indicate  that  a  payment  or  other  transfer 
of  value  is  eligible  for  delayed 


j)uhlication,  it  will  he  published 
immediately  on  the  next  ])uhlication 
date. 

We  also  appreciate  the  comments 
regarding  alternative  methods  for 
reporting  j)aymenl,s  or  r)lher  transfers  of 
value  granted  delayed  |)uhlication; 
however,  we  believe  that  the  proposed 
method  is  preferable.  VVe  hidieve  that 
continual  reporting  is  beneficial  hecau.se 
it  will  allow  us  to  ensure  that  pavments 
or  other  transfers  of  value  made  more 
than  four  years  earlier  will  he  published 
appropriately.  Otherwi.se,  i)ayments  or 
other  transfers  of  value  from  the  same 
ajjplicable  manufacturer  may  he  stored 
in  various  places.  Additionally,  we 
believe  it  will  he  difficult  for  us  to 
enforce  and  audit  payments  or  other 
transfers  of  value  eligible  for  delaved 
publication  if  they  are  not  reported  until 
they  are  scheduled  to  he  puhlished. 
Nevertheless,  we  under.stand  the 
confidentiality  concerns,  particularly  for 
new  jjroducts  that  have;  not  yet  been 
granted  FDA  a])])roval,  licensure,  or 
clearance.  However,  after  reviewing  tin? 
comments,  we  believe  that  allowing 
applicable  mannfacturers  to  report  in  a 
different  manner  and  allowing  .sj)ecial 
considerations  for  certain  re.search 
payments  or  other  transfers  of  value 
makes  the  reporting  recinirements 
significantly  more  complicated. 
Additionally,  section  1 128(I(c)(l)(F)(ii) 
of  the  Act  re(|uires  HMS  to  keej)  the 
information  snhmitted  confidential 
])rior  to  publication.  VVe  believe  that 
creating  .sej)arate  riuiuirements  is  too 
burdensome  ])articularlv  when  tlu; 
statute  and  regulations  already  provide 
for  i;onfidenliality.  VVe  do  not  intemd 
applicable  manufacturers  to  ])rovide 
research  protoc.ols  or  other  such 
agreennents  to  CMS  for  verification. 
Finally,  pursuant  to  the  statute, 
information  rejjorted  by  applicable 
manufacturers  that  is  subject  to  delayed 
publication  under  section 
1 128C(c)(l)(E)  of  the  Act  .shall  he 
considered  confidential  and  shall  not  he 
subject  to  di.sclosure  under  ."i  IJ.S.C.  .'552. 
or  any  other  similar  Federal.  State  or 
local  law,  until  after  the  date  on  which 
the  information  is  made  available  to  the 
])uhlic  via  publication  on  the  Web  site. 

F.  P^ncihios 

.Section  1128(1(1))  of  the  Act 
authorizes  the  imposition  of  CMFs  for 
failures  to  report  recpiired  information 
on  a  timely  basis  in  accordance  with  the 
regulations.  If  an  apj)lical)le 
manufacturer  or  applicable  CFO  fails  to 
submit  the  retpiired  information,  then 
the  apj)licahle  manufacturer  or 
ap])licahle  CFO  will  he  subject  to  a  (IMF 
of  at  least  .$1 ,()()(),  hut  no  more  than 
.$1  (),()()(),  for  each  pavment  or  other 


transfer  of  value,  or  ownership  or 
investment  interest  not  re])orted  as 
retpiired.  The  maximum  total  CMF  with 
respect  to  each  annual  submission  for 
failure  to  rejiort  is  .Sl.5().()0().  For 
knowing  failure  to  submit  retpiired 
information  in  a  timely  manner,  an 
a|)j)lit;ahle  mannfatdnrer  or  ajijilicahle 
CFO  will  he  .sul)jet;t  to  ii  CMF  of  at  le:ist 
.$1  (),()()(),  hut  no  more  than  .SlOO.OOO.  for 
eai:h  payment  or  other  transfer  of  value, 
or  ownership  or  investment  interest  not 
reported  as  retpiiretl.  The  maximum 
total  CMF  with  respetd  to  eat:h  annual 
submission  for  a  knowing  failure  to 
rejiort  is  .SI .()()().()()(). 

In  the  projiosetl  rule,  we  outlined  the 
penalty  amounts  as  required  by  statute 
for  failure  to  report  and  knowing  failure 
to  report.  In  addition,  we  proposed  that 
all  (]MF.s  would  he  collected  and 
imposed  in  the  same  manner  as  the 
(^MFs  collected  and  impo.sed  under 
section  1128A  of  the  Act.  Additionally, 
we  proposed  that  the  procedures  in  42 
CFR  part  402  suhpart  A  would  applv 
with  regard  to  imposition  and  appeal  of 
CMFs.  Similarly,  we  defined  the  term 
“knowingly”  based  on  the  meaning  in 
the  False  ('.laims  Act,  31  lJ..S.(k  3729(h). 
as  reepnred  by  statute.  iMiially,  we  also 
|)ropo.sed  that  a  CMF  may  he  im])o.sed 
for  failure  to  report  information  in  a 
timely,  accurate,  c)r  complete  manner. 

In  the  pro])osed  rule,  we  outlined  the 
factors  that  we  would  consider  when 
determining  the  amount  of  a  (]MF,  as 
well  as  when  the  maximum  ('.MF  would 
he  impo.sed.  We  did  not  receive  anv 
comments  on  these  factors,  so  we  have 
decided  tc)  finalize  these  provisions  as 
proposed.  The  factors  to  he  considered 
include,  hut  are  not  limited  to,  the 
following: 

•  The  length  of  time  the  ap])licahle 
manufacturer  or  applicable  CFO  failed 
to  report,  including  the  length  of  time 
the  applicable  manufacturer  and 
ap])licahle  CFO  knew  of  the  j)ayment  or 
other  transfer  of  value,  or  ownershij)  or 
inve.stment  interest. 

•  Amount  of  the  payment  or  other 
transfer  of  value  or  the  value  of  the 
ownership  or  investment  interest  the 
ai)plicahle  manufacturer  or  a])plicahle 
CFO  failed  to  report. 

•  Level  of  culpability. 

•  Nature  and  amount  of  information 
re})m'ted  in  error. 

•  Degree  of  diligence  exercised  in 
correcting  information  reported  in  error. 

Finally,  we  ju'oposed  that  in  order  to 
facilitate  audits  and  enforcement, 
applicable  manufacturers  and 
applicable  CiFOs  must  maintain  all 
hooks,  records,  documents,  and  other 
materials  sufficient  to  enable  an  audit, 
evaluation  or  ins])ection  of  the 
applicable  manufacturer’s  or  applicable 
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Giro’s  cuiupliance  with  the 
nujuirements  in  .section  112HG  ot  tlie 
Act  and  the  implementing  regulations. 

We  proposed  that  aj)plicahle 
manulactnnii's  and  applicable  CJPOs 
must  maintain  the.se  books,  records. 
(locunKMits,  and  other  materials  for  a 
|)eriod  of  at  least  .'i  years  from  tlie  date 
the  payment  or  other  transfer  of  value, 
or  ownership  or  investment  interest  is 
])ul)lished  |)ul)liclv  on  the  Web  site. 

Conummt:  A  few  commenters 
discusscul  the  j)roj)o.sed  j)enalties  for 
failure  to  rej)ort.  The.se  commenters 
gcmerallv  .snj)j)orted  higher  (iMP 
amounts  for  knowing  failures  to  report. 
However,  a  few  of  these  commenters 
suggested  that  the  penalties  were  too 
low.  The  commenters  akst) 
recommended  that  penalties  should  he 
imj)o.sed  for  inaccurate  reporting,  as 
well  as  omitted  tran.sactions. 

Bevond  the  structure  of  the  j)enaltie.s, 
a  few  commenters  also  nupiested 
additional  information  on  how  GMS 
planiKul  to  enforce  tin;  program.  They 
nupiested  information  on  which 
agencies  would  be  nisponsihle  for 
(mforcement.  as  well  as  the  enforcement 
mechanisms.  Finally,  a  few  commenters 
nKpiested  clarification  on  when  the 
maximum  penalty  would  he  im|)osed 
and  recommended  that  errors  corrected 
during  the  review  and  corr(u:tion  period 
would  not  he  subject  to  pimalties. 

licsponstr.  We  a|)preciate  the 
comments.  However,  we  cannot  change 
the  amount  or  terms  of  the  ])enaltie.s. 
since  they  wen;  authorized  bv  .statute. 
Section  1128(1(1))  of  the  Act  outlines  the 
GMP  amounts  and  recpures  that  they  are 
imj)o.sed  and  collected  in  the  same 
manner  as  those  in  section  11 28 A  of  the 
Act.  Nevertheless,  we  do  agree  that  the 
|)enalties  shoidd  be  imposed  for 
inaccairate  reporting.  We  have  finalized 
our  proposal  that  a  C.MP  may  he 
imposetl  for  failure  to  report 
information  in  a  timely,  accurate,  or 
complete  manner.  This  includes  failure 
to  report  timely  or  accurately  an  entire 
transaction,  as  well  as  failure  to  re])ort 
timely  or  accurately  certain  fields 
related  to  a  transaction.  For  examj)le. 
this  could  entail  re])orting  an  erroneous 
|)ayment  amount  or  not  reporting  that 
an  ownership  or  inve.stment  interest  was 
held  hy  an  immediate  family  member  of 
a  j)hysician.  In  order  to  clarifv  this,  we 
have  revi.sed  the  regulation  text  in  42 
(',FR  402. 10.')  to  include  the  same  text 
regarding  rej)orting  in  a  timelv. 
accurate,  or  complete  manner.  In 
addition,  we  have  revi.sed  the  regulation 
text  at  §402.10.5  and  §403.912  to  clarify 
that  the  ])enalties  imposed  for  failures  to 
report  and  knowing  failures  to  report 
will  be  aggregatetl  .separately  and  are 
subject  to  separate  aggregate  totals,  with 


a  maximum  combined  annual  total  of 
.SI  ,1.50,000.  Finally,  we  also  realized 
that  in  the  pro|)o.sed  rule  we  did  not 
refer  to  the  |)rocediire.s  for  collection  of 
(^MPs  in  42  G.FR  ])art  402  sul)i)art  B,  so 
we  are  clarifying  in  this  final  rule  that 
the  procedures  in  42  GFR  part  402 
subpart  A  and  .snl)i)art  B  will  ajjply  with 
regard  to  imposition,  a])|)eal,  and 
collection  of  GMPs. 

Regarding  corrections  made  during 
the  review  and  correction,  and  dispute 
resolution  periods,  we  want  applicable 
manufacturers  and  a])plical)le  GlT)s  to 
correct  any  errors  thev  have  submitted 
without  fear  of  alerting  (iM.S  to  errors 
that  will  be  subject  to  peualties; 
however,  we  do  not  want  to  allow 
ap])licable  manufacturers  to  submit 
grossly  iuaccurate  or  incomplete  data  by 
the  original  submission  date  without 
risk  of  sanction.  Therefore,  we  are 
recjuiring  a|)plical)le  manufacturers  and 
aj)plicahle  GPOs  to  atte.st  the  timeliness, 
accuracy,  and  completene.ss  of  their 
original  submission  to  ("M.S  prior  to  the 
review  and  correction  ])eriod. 

Applic:able  manufacturers  and 
applic:able  C^POs  shmdcl  make  a  good 
faith  effort  to  ensure  that  the  original 
data  submitted  to  GM.S  is  c:orrect.  We  do 
not  intend  that  errors  c:orrectecl  during 
the  review  and  c;orrection.  and  dispute 
resolution  |)eric)d.s  will  he  subject  to 
peualties  for  failure  to  report  in 
instancies  when  the  original  submission 
was  made  in  good  faith.  As  noted 
earlier,  applicable  mamdacturers  and 
applicable  GPOs  will  he  recjuired  to  re- 
attest  after  the  suhmi.ssiou  of  ujcclated  or 
new  data.  Outside  this  period,  any 
errors  or  omi.ssions  will  be  considered 
failures  to  report  timelv,  accurately,  or 
comjcletely,  and  will  be  sidcject  to 
penalties.  Additionally,  both  GM.S  and 
the  HH.S  OI(^  are  authorized  to  impose 
CiMPs  and  both  agencies  will  have  the 
ability  to  investigate  failures  to  rejcort 
timely,  accurately  or  completely. 

Finally,  in  light  of  the  inc.reased 
ilexibility  for  cxui.solidated  rei)ort.s,  we 
have  clarified  how  penalties  will  l)e 
enforc:ecl  for  appliciable  mamdacturers 
submitting  cxuisolidated  rejjorts.  As 
explained  previously,  for  c:ousoliclatecl 
reports,  the  applic;al)le  mauufac:turer 
that  submitted  the  cxuisolidated  report 
will  be  recjiured  to  atte.st  cm  behalf  of  all 
the  entities  incdnded  in  the  cxuisolidated 
report,  'riierefore,  the  applicxihle 
manufacturer  actually  submitting  the 
cxui.solidated  report  and  signing  the 
attestation  will  he;  subject  to  the 
maximum  penalties  (ha.sed  on 
unknowing  and  knowing  failures  to 
report)  for  eac:h  individual  a|)])lic:ahle 
manufacturer  included  in  the 
cxui.solidated  report.  Forexamjile,  an 
a])j)lic;al)le  manufacturer  suhmitted  a 


cxuisolidated  report  for  itself  (Cxuiipaiiy 
A)  and  two  other  aj)])licahle 
mauidacturers  (.Subsidiary  B  and  G).  We 
discxiver  six  instaiicxxs  of  a  failure  to 
re])ort  a  jiayment  or  other  transfer  of 
value  ill  (x)m])any  y\'s  submi.ssiou  (eac;h 
penalized  at  .SlO.OOO).  .seven  in.stancx;s 
of  a  knowing  failure  to  rejiort  in 
.Subsidiary  B’s  suluiii.ssion  (eac.li 
penalized  at  .SIOO.OOO)  and  finally  nine 
knowing  instancxis  of  failure  to  rejiort 
(eac:h  penalized  at  .SIOO.OOO)  in 
.Suhsidiary  G’s  suluiiission.  (xuiipany  A, 
as  the  submitter  and  attestor  of  the  data, 
would  be  subject  to  a  penalty  of . $00, 000 
for  (xuu])anv  A’s  failure  to  report, 
.$700,000  for  Suhsidiary  B  and  .$900,000 
for  .Subsidiary  (k  To  be  edear,  (Company 
A  would  he  subject  to  the  jienalties  for 
knowing  failure  to  rejiort  from  both 
.Subsidiary  B's  and  .Subsidiary  (Ts 
siiluni.ssions  even  though  the  penalties 
together  excxied  .$1,000,000,  because  we 
interjiret  the  maximum  to  apjily 
individually  to  eacdi  applic.ahle 
manufacturer’s  suhiiiissioii,  even  if  the 
snluiiission  is  cxuitained  within  a 
cxuisolidated  report.  We  believe  this 
appropriately  handles  the  ])enalty 
reejuirements  for  ap])fic:able 
manufacturers  snhmitting  cxinsolidated 
re])C)rts,  since  eacdi  applicable 
manufacturer  shoulcl  be  subject  to  the 
same  maximnni  penalties  regarclle.ss  of 
whether  it  submits  individually,  or  as  a 
part  of  a  cxuisolidated  rejiort.  Two 
ajijilicahle  manufacturers  .submitting  a 
cxuisolidated  rejiort  should  not  be 
subject  to  lower  jienalties  than  two 
ajijilicxihle  manufacturers  not  suluiiitting 
a  cxuisolidated  rejiort.  Aclditicuiallv, 
hecxiu.se  the  ajijilic:al)le  manufacturer 
snluiiitting  the  cxuisolidated  rejiort  is  the 
entity  attesting  to  the  data,  we  believe 
it  is  fair  that  it  be  subject  to  the  G.MPs 
for  each  aj)j)lic;al)le  manufacturer 
included  in  the  cxuisolidated  rejiort. 
Therefore,  as  noted  jireviously  we 
encxiurage  ajijilicxilile  mamdacturers 
considering  cxuisolidated  rejiorts  to  fully 
assess  the  reejuirements  and  jiotential 
Jienalties. 

Comment:  A  few  cxuiimenters 
discxissed  the  retention  jieriod;  in 
jiaiticxilar,  niaiiv  of  them  stated  that  the 
.5-year  retention  jieriod  was  too  long.  A 
few  other  cxuiimenters  recxuiimended 
that  the  .5  years  .should  begin  on  the  date 
of  fir.st  sulimission,  rather  than  the  date 
of  juihlication.  The.se  cxuiimenters 
exjilained  that  retention  ha.sed  on  date 
of  jiuhlicxition  would  recjiure  ajijilicahle 
manufacturers  and  ajijilicxible  GiFOs  to 
retain  some  recxirds  for  longer  than  5 
years.  Finally,  a  few  cxuiimenters 
cjuestionecl  whether  the  .5-year  retention 
reejuirement  was  cxuisidered  ahsolute  in 
terms  of  lialiilitv. 
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lUisponsa:  Wo  a])])ro(;iato  the 
coinnionts,  l)iit  do  not  agree  that  5  years 
is  too  long.  VVe  believe  that  5  years  is 
siiffieient.  since  it  is  less  than  other 
retention  rerinirements  with  which 
a])])licahle  manulactnrers  and 
applicable  (d’Os  may  he  familiar.  In 
addition,  we  believe  that  the  retention 
period  shonld  begin  at  the  date  of 
l)nhlication.  While  we  understand  this 
policy  may  recjnire  the  njcords  to  he 
retained  for  up  to  ?)  years,  we  believe 
this  information  is  essential  for  audits, 
and  given  the  confidentiality 
r(;(]nirements  for  data  granted  delayed 
])nhlication.  these  activities  may  not  he 
j)ossihle  until  after  the  data  is 
published.  If  the  date  of  retention  began 
when  the  data  was  re])orted,  in  some 
cases  there  may  he  less  than  a  year 
between  when  the  data  was  ])nhli.shed 
and  the  end  of  the  retention  period, 
which  we  do  not  believe  is  sufficient 
time  to  allow  for  audits,  jKmalties,  and 
appeals.  Given  these  decisions,  we  have 
finaliz(!d  the  retention  recpnrements  as 
proj)o.sed.  Finally,  the  recpiirements  .set 
forth  in  this  final  rule  are  in  addition  to, 
and  do  not  limit,  any  other  a])))lical)le 
recpnrements  that  may  obligate 
apj)licahle  manufacturers  or  applicable 
GPOs  to  retain  and  allow  access  to 
records. 

(S.  Annual  Rcpoi  ts 

We  are  recpured  to  submit  annual 
re])orts  to  the  Congress  and  the  States. 
The  Report  to  (iongress  is  due  annually 
on  A])ril  1st.  beginning  April  1, 2013. 
and  shall  include  aggregated 
information  on  each  ajiplicahle 
manufacturer  and  a])])lical)le  (iPO 
submitted  during  the  preceding 
calendar  year,  as  well  as  any 
(aiforcement  action  taken  and  any 
pcmalties  paid.  Similarly,  we  must 
report  information  submitted  during  the 
previous  year  to  States  annually  by 
S(!ptemher  30,  2013  and  )une  30  for 
(iach  year  thereafter.  In  the  preamble  to 
the  ])roposed  rule,  we  ex])lained  that 
since  we  will  not  receive  data  for  the 
l)rior  year  until  the  ttOth  day  of  each 
year,  the  data  submitted  that  year  will 
not  he  ready  for  the  A])ril  1st  report. 
Instead,  w(5  jnoposed  that  w(!  rejjort  to 
the  Congre.ss  information  submitted  by 
a])plicahle  manufacturers  and 
ajjplicahle  GPOs  during  the  ])receding 
yciar. 

Finallv,  we  pro])os(!d  that  the  State 
reports  would  h(!  State-specific  and 
include  summary  information  on  the 
data  submitted  regarding  covered 
reci])ients  and  physician  owners  or 
investors  in  that  State.  Since  these 
reports  are  due  later  in  the  year  than  the 
Rejjort  to  Congress,  we  jnojjosed  that 
the  rej)orts  would  include  data  collected 


during  the  previous  cahmdar  year  which 
was  submitted  in  the  cnrrcmt  year.  We 
also  proposed  that  neither  the 
Congressional  nor  .State  reports  will 
include  any  payments  or  other  transfers 
of  value  that  were  not  published  under 
the  (hilayed  pnhlic:ation  recininnnents  in 
section  1 128C(c)(l)(F)  of  the  Act.  We 
did  not  receive  anv  comments  on  these 
provisions  and  have  finalized  them  as 
proposed. 

Coinnunil:  A  few  commenters  did  not 
supjjort  the  proposed  timing  for  the 
(iongressional  rej)ort  and  instead 
recommended  that  (iMS  publish  the 
Congressional  report  along  with  the 
publication  of  the  data.  Additionally,  a 
few  commenters  recommended  that 
CM.S  provide  more  information  on  the 
content  of  the  C'-ongressional  reports. 
Particnlarlv,  they  recommended  that  the 
report  ])rovides  aggregate  spending 
across  applicable  manufacturers  and 
a])plic:ahle  CPCls,  including  aggregate 
s])ending  for  ])ayments  or  other  transfers 
of  value  granted  delayed  publication. 
Finally,  a  few  commenters  also 
recommended  that  (iM.S  establish  a 
])rocess  for  .sharing  information  across 
government  agencies,  such  as  OIC  and 
the  Department  of  )u.stice  (DOJ). 

Hasponsa:  We  appreciate;  the 
comments.  We  agree  that  the  annual 
(iongressional  re|)ort  should  include 
summary  statistics  on  the  annual 
aggregate  totals  across  applicable 
manufactur(;r.s  and  applicable  (iPOs.  We 
also  agree  that  inclusion  of  the  aggregate 
total  of  ])ayments  or  other  transfers  of 
value  would  he  useful  for  oversight  of 
the  ])rogram.  We  jdan  to  include  this 
information  in  onr  annual  Congressional 
r(;i)ort:  however,  in  general  we  believe 
that  we  should  not  include  specific 
details  in  the  final  rule  to  allow  us 
flexibility  to  include  and  present 
information  as  appropriate.  We  also 
plan  to  work  clo.sely  with  other  Federal 
agencies,  sinc;e  we  recognize  that  other 
agencies  are  involved  in  similar 
activities.  However,  the  purpose  of  this 
program  is  not  to  ])ro.secute  reporting 
entities,  hut  to  ])romote  transjiarency. 

R(;garding  the  timing  of  the 
Congressional  n;port,  we  recognize;  the 
awkwardness  of  the  timing,  hut  note 
that  the  re])ort  could  he  submitted  early 
since  it  is  only  r(;(juired  by  April  1st.  We; 
elo  ne)t  believe  we;  have  the  autheeritv  te) 
ch.inge  the;  steituteery  ele;aelline  in 
re;gulatie)n,  hut  will  trv  to  ])uhlish  the 
re])e)rt  as  seeem  its  jeeessihle. 

Ba.s(;el  een  the;  timing  e)f  the  pnhlie:atie)n 
e)f  the;  final  ride;  we  have  finalizeel  that 
the  Re])e)rt  to  Congress  will  he  suhmitteel 
annually  on  Ajiril  1st,  he;ginning  Ajiril 
1. 201. 'i.  anel  will  inedude  aggre;gale;el 
informatiem  suhmitteid  by  e;ach 
applie;ahle  mannfae;turer  anel  applicable; 


CFO  suhmitteel  eluring  the;  j)re;e:e;eling 
e;ale;nelar  ye;ar  (that  is,  elata  e;e)lle;e:teel  in 
CY  2013  anel  .suhmitte;d  in  Mare:h  eif 
2014),  as  well  as  any  e;nfe)re:e;me;nt 
ae.tions  takeai  anel  any  jienalties  paiel. 

II.  Halation  to  Stata  Law  s 

.Se;e;tie)n  1 1 28(i(el)(3)  eif  the  Ae.t 
pre;e;mpts  any  .State  eir  loe:al  laws 
re;e]uiring  re;])orting,  in  any  feirmat,  of  the 
.same;  tyjie;  of  infeirmatiem  ce)ne:e;rning 
payments  or  other  transfers  eif  value 
maele  by  a])])lie:ahle;  manufae:ture;rs  tei 
exivereel  reeapients.  No  .State;  eir  leical 
government  may  re;eiuire;  the  .separate 
rejjeirting  eif  any  infeirmatiein  reigareling  a 
payment  eir  e)the;r  transfer  of  value;  that 
is  ri;e]uire;el  to  he;  re;])e)rte;el  unele;r  seedion 
1128C(a)  of  the  Act,  unless  .sue;h 
infeirmation  is  being  ceilleedeel  by  a 
Feeleral,  State  or  leje:al  governmental 
agene:y  for  pnhlie;  health  surveillanex;, 
investigatiem,  eir  either  jnihlic  health 
purpo.seis  or  hexilth  eiversight. 

Coinnwnt:  A  few  e:omme;nte;r.s 
eli.se;ns.se;el  the;  relatiem  eif  .se;ctiem  1128C 
eif  the  Ae:t  to  re;le;vant  .State;  laws.  The;se; 
exmunenters  stremgly  supporteel 
pre;emptie)n.  hut  re;e]ue;.ste;el  infeirmation 
on  how  CM.S  interpreteel  the;  timing, 
giveai  the  mi.sseel  statutory  ete;aelline;. 
Many  exnnmenters  al.se;  re;ejue;ste;el  that 
(iM.S  ielentifv  what  eli;me;nts  eif  eairrent 
.State  laws  will  he;  pre;e;m]ite;el. 
Aelelitionally,  the;.se;  eximmenters 
re;e:omme;nele;el  clarifying  the  statuteirv 
language;  tei  prevent  preiemptiein  from 
hi;ing  applieel  toei  narreiwlv  tei 
suce:e;.ssfnlly  exinsolielate  reporting.  A 
few  e'.eimme;nte;r.s  e;xplaineel  that  a  lireiael 
interpretation  of  the  exexiptieins  to 
preemptiein,  particnlarlv  “eithe;r  puhlie: 
liealth  purpei.ses  eir  health  oversight 
purposes”  exiulel  re;e|uire  applie:ahle 
manufaedurers  anel  applie:alile  CFfls  to 
report  the  same  information  tei  States,  as 
well  as  the;  Feeleral  preigram.  The;.se; 
eximmenters  recommeneleel  that  CM.S 
edarify  the;.se  terms  tei  prevent  them  from 
being  inter]ire;te;el  so  hroaellv  tei  not 
allow  feir  any  pre;em}itiein. 

Hasponsa:  We  appreedate  the 
eximments  anel  ae:kneiwle;elge;  that  the; 
.statute;  .se;e;m.s  to  proviele;  that 
pree;mjitiem  eif  State  eir  leie:al 
tran.spare;ncy  anel  elisedeisure  laws  is 
eiffeedive  for  payments  eir  othe;r  transfers 
eif  value  maele  ein  eir  afte;r  january  1. 

2012.  We;  unelerstanel  that  the  elelay  in 
puhlie:atiein  eif  the  ride  implementing 
.seedion  1128C  of  the;  Aed.  which  was  tei 
he  ]iuhlisheel  by  ()edeihe;r  1. 2011,  has  leel 
to  une:e;rtainty  reigareling  when 
preemptiein  aedually  heeximes  e;ffe;edive;. 
VVe  urge;  manufaedurers  tei  exintinue  to 
report  uneleir  State  or  leie;al  eli.sedeisure 
laws  until  the  reiepiirements  uneler  the; 
Feeleral  rule  take  e;ffeed. 
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Wo  al.so  seek  to  provide  some 
additional  guidelines  to  clarify  the 
preeinj)tion  recpiireinents;  however,  we 
note  that  preemption  determinations 
will  need  to  he  analyzed  on  a  case-hy- 
case  basis. 

We  interpret  "tyj)e  of  information”  for 
purposes  of  the  preemption  clause  at 
n28(i(d)(3)(A)  of  the  Act.  to  refer  to  the 
categories  of  information  for  each 
pavments  or  other  transfer  of  value 
recpiired  to  he  reported  under  the  .statute 
at  1128Ci(a)(l)(A)(i)  through  (viii)  of  the 
Act  and  4()3.9()4(c)  of  the  regulations. 
We  believe  this  is  consistent  with  the 
.statutory  exception  from  preemption  in 
.section  1128G(d)(3)(B)(i)  of  the  Act 
pertaining  to  the  reporting  to  States  and 
localities  of  information  not  of  the  type 
recpiired  to  he  disclosed  under  Federal 
law.  Thus.  State  and  local  entities  mav 
recpiini  reporting  of  nonnujuired 
categories  of  information  for  payments 
or  other  transfers  of  value  reported  to 
CM.S,  which  are  not  retpiired  under 
Federal  law.  This  includes  payment 
catfjgories  excluded  hv  the  Fedciral  law 
(including  those  li.sted  at  .section 
1128G(e){l())(B)  of  the  Act),  with  the 
exception  of  those  that  do  not  meet  the 
minimum  dollar  thre.shold  set  forth  in 
section  1128G((!)(in)(B)(i)  of  the  Act.  In 
addition.  States  and  localities  may 
r(!(|uire  reporting  of  payments  or  other 
transfers  of  value  not  nupiired  to  he; 
n;j)orted  at  all  under  the  luuleral  law. 

For  examj)le,  thev  mav  recjuire  the 
njporting  of  payments  to  non-covered 
nH:ipi(;nts  or  hv  nonapplicable 
manufacturers.  We  hidieve  this  is 
consistent  with  the  statutory  exceptions 
from  pre(!m])tion  in  section 
1128G(d)(3)(B)(iii)  of  the  Act. 

Finally,  we  understand  the  concern 
over  other  public  health  and  oversight 
activities;  however,  this  language  is 
reepured  by  statute,  so  we  cannot 
exj)ressly  change  it.  However,  these 
exceptions  cannot  be  used  to  avoid 
preemption.  If  a  Federal.  .State  or  local 
gov(;rnment  agency  seeks  to  collect 
information  rej)ortahle  unilerthis 
regulation  for  j)ublic  health  and/or 
oversight  purposes  and  s])ecifically 
needs  the  information  for  a  purpose 
other  than  trans])arencv.  then  such 
collection  will  not  ht;  prtiempted. 
However,  if  the  purjjose  of  the 
collection  does  not  meet  this  exception 
and  in  actuality  .seeks  to  achieve  the 
.same  transparency  goal  as  the  collection 
nuiuired  under  section  1128G  of  the 
Act,  we  Indieve  such  a  collection  would 
1)(!  preemi)t(!d,  and  the  .States  or 
localiti(!s  can  obtain  the  information 
they  want  from  the  Federal  j^rogram. 

We  have  finalized  the  j)roposed 
discussion  of  public  health  agencies.  We 
intend  such  agencies  to  include  those 


that  are  charged  with  |)reventing  or 
controlling  disease,  injury  or  disability 
and/or  with  conducting  oversight 
activities  authorized  by  law,  including 
audits,  investigations,  inspections, 
licensure  or  di.sciplinarv  actions,  or 
other  activities  necessary  for  oversight 
of  the  health  care  svsttmi. 

HI.  (Collection  of  Information 
Ke(|uirenients 

Under  the  Baj)erwork  Reduction  Act 
of  199.'}.  we  are  re(|uir(!d  to  provide 
notice  in  the  Federal  Register  and 
solicit  public  comment  before  a 
collection  of  information  recpiinmient  is 
submitted  to  the  Office  of  Management 
and  Budget  (OMB)  for  review  and 
apj)roval.  The  information  collections 
contained  in  this  ridemaking  are 
numerous  and  somewhat  complex.  We 
plan  to  obtain  ajiproval  for  the 
information  collections  in  a  ste})-wi.se 
fashion  as  we  develop  our  system  for 
receiving  and  displaying  the  reiiuired 
information  and  for  allowing  covered 
recipients  and  physician  owners  or 
investors  to  review  the  reported  data 
jjrior  to  disjilav  on  our  Web  site.  Below, 
we  provide  an  outline  of  thi; 
information  collections  and  the  currimt 
status  of  our  riiquests  for  OMB  a])proval. 

A.  I{(H:orclk(i(^l)in^  and  Haportin<>  of 
Pavinants  or  Olhar  Transfars  of  Valua 
and  Physician  Ownershij)  and 
Investment  Interests  403.91)4, 
§403.000,  §403.00(i(a),(l)),(d),ff)  and  (<>), 
§  403.01 2(el) 

.Section  4()3.?)()4  reipiires  applicable 
manufacturers  of  covered  drugs, 
devices,  biologicals,  and  medical 
supplies  to  report  annuallv  to  CM.S  all 
payments  and  other  transfers  of  value  to 
physicians  and  teaching  hospitals 
(collectively,  covered  recijiients).  This 
includes  sjiecial  reporting  rules  for 
research-related  jiayments.  .Section 
403. 908  requires  applicable 
manufacturers  and  ap|)licahle  GPOs  to 
report  ownership  and  investment 
interests  held  by  physicians  or  the 
immediate  family  members  of 
physicians  in  such  entities.  This 
information  is  to  he  aggregated  and 
po.sted  publicly  by  CiM.S  on  a  searchable 
U'eh  site.  Annualiy,  under  §  403.908(g) 
aj)j)licahle  manufacturers  and 
applicable  GFOs  will  be  able  to  review 
and  correct  the  data  jirovided  in  any 
rejiorting  period  during  the  4.'i  day 
period  to  review  and  correction  jieriod. 
Under  403.t)12(e).  ajijilicable 
manufacturers  and  applicable  CiFOs 
must  retain  records  to  support  their 
r(!]}ort.s  for  .‘i  years  from  the  date  when 
the  information  is  imhlicly  posted  on 
the  CM.S  Web  site.  This  is.  in  some 
ca.ses,  a  recordkeej)ing  requirement  of  at 


most  about  t)  years  for  ])ayments  or 
other  transfers  of  value  eligible  for 
delayed  publication.  In  our  proposiul 
rule,  we  reipiested  comment  on  the 
information  riujuired  in  the  ])roposed 
regulation,  but  did  not  include  all  the 
data  elements  we  expected  applicable 
manufacturers  and  ajiijlicable  (d’O’s  to 
rejiort,  nor  did  we  include  detailed 
information  about  the  mechanism  for 
submission,  amendment,  or  correction. 
For  this  reason,  we  are  ])uhlishing  a  hO- 
day  notice  elsewhere  in  today’s  Federal 
Register  seeking  jiuhlic  comment  on  the 
information  collection.  As  part  of  the 
process,  we  will  he  seeking  public 
comment  on  teinjilates  that  contain  the 
data  specifications  for  the  sy.stem  we 
will  he  building. 

B.  Registration  for  Apjjlicahle 
Manufacturers  and  Applicable  (IPOs 
(§  403.000(c)) 

As  required  by  §  4()3.9()8(c).  any 
applicable  manufacturer  or  aj)j)licahle 
GFG  that  is  re{|uired  to  report  under  this 
suhpart  must  register  with  GM.S  within 
90  days  of  the  end  of  the  calendar  year 
for  which  a  report  is  required.  During 
registration,  two  points  of  contact  must 
be  provided,  as  well  as  other 
information.  Registration  is  reipiired 
once,  hut  upon  filing  the  annual  reports 
the  sy.stem  will  prom]}!  a])])licable 
manufacturers  and  applicable  (iPGs  to 
confirm  that  the  registration  information 
(for  exam])le.  ])oints  of  contact)  is  still 
accurate.  If  it  is  not  accurate,  the 
a])plicahle  manufacturers  and 
applicable  GFGs  will  he  ])rom])ted  to 
j)rovide  iq)dated  information.  VVe  have 
yet  to  seek  OMB  a]}i)roval  for  the 
information  collections  associated  with 
the.se  provisions.  AVe  plan  to  .seek  public 
comment  consi.stent  with  the 
reiiuirement  of  the  Fajierwork 
Reduction  Act  and  reipiest  OMB 
aj)})roval  at  a  later  date.  Consistent  with 
."A  (^FR  ])art  1320,  these  ])rovisions  will 
not  be  effective  until  OMB  a]}]}roves  the 
collection  of  information. 

G.  Attestation  (§  403.000(e)) 

As  required  by  S  4()3.?)()8(e),  each 
report,  including  corrections,  mu.st 
include  a  certification  that  the 
information  re])orted  is  timely,  accurate, 
and  com]}lete.  \\'e  have  yet  to  seek  OMB 
approval  for  the  information  collections 
associated  with  these  provisions.  AA^e 
])lan  to  seek  public  comment  consi.stent 
with  the  requirement  of  the  Paperwork 
Reduction  Act  and  reipiest  OMB 
aj)i)roval  at  a  later  date.  G.onsistent  with 
.'}  (]FR  ])art  1320,  these  jirovisions  will 
not  he  effective  until  OMB  apiiroves  the 
collection  of  information. 
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/I.  Assiiinptions  Document  (§  4()3.t)()8(f)) 

Under  403. 008(0).  <i])|)li(;al)le 
mamifiieturers  and  applicaljle  (JPOs 
inav  .snl)init  an  assumptions  docinnent 
with  tlieir  re])orts.  Tliis  docinnent  can 
set  out  tiu;  assnmjitions  and 
methodologies  used  to  produce  the 
reports.  It  will  not  he  made  availahle  to 
the  pnhlic,  covered  recipients  or 
])hysician  owners  or  investors,  hut  it 
will  provide  CMS  with  information  to 
help  identify  areas  where  additional 
guidance  and  clarity  is  needed.  This  is 
a  voluntary  collection  and  CiMS  does 
not  j)lan  to  reipiest  that  it  he  snhmitted 
in  any  particular  way.  We  have  yet  to 
.seek  OMB  approval  for  the  information 
collections  associated  with  these 
provisions.  We  plan  to  .seek  pnhlic 
comment  consistent  with  the 
reipiirement  of  the  Paperwork 
Reduction  Act  and  request  OMB 
a])])ro\'al  at  a  later  date.  Consistent  with 
5  CFR  part  1320,  these  jirovisions  will 
not  he  effective  until  OMB  a])]3roves  the 
collection  of  information. 

hJ.  Information  (Collections  Ilegordini’ 
Beview’  and  (Correction  by  Physicians 
and  Teaching  Hospitals  403 .9()H(g)] 

As  reipiired  hy  section  T128{i  of  the 
Act,  applicable  manufacturers, 
applicable  (iPOs,  covered  reciihents, 
and  jihvsician  owners  or  investors  must 
have  an  opportunity  to  riwiew  and 
submit  corrections  to  the  information 
submitted  for  a  jieriod  of  not  less  than 
45-days  before  (iMS  makes  the 
information  availahle  to  the  public.  To 
accom])lish  this  review,  we  plan  to  a.sk 
covered  recipients  and  physician 
owners  and  investors  that  would  like  to 
review  the  information  to  register  with 
CMS  using  the  CMS  Enterprise  Portal 
and  as.sociated  identity  and  access 
management  system,  (luce  registered, 
they  will  be  able  to  access  a  secure  Web 
site  that  allows  them  to  submit  or 
review  data  securely.  We  have  yet  to 
seek  OMB  ajiproval  for  the  information 
collections  associated  with  these 
provisions.  We  plan  to  seek  public 
comment  consi.stent  with  the 
reipurement  of  the  Paperwork 
Reduction  Act  and  request  OMB 
a])])roval  at  a  later  date.  Cionsistent  with 
5  CFR  j)art  1320,  these  ])rovisions  will 
not  he  effective  until  OMB  aiqn’oves  the 
collection  of  information. 

P.  Notice  of  Resolved  nisi)ntes  hv 
Applicable  Manufactunus  and 
Applicable  (CPOs  l§4l)3.0()8(g}(4}} 

Under  §4()3.0()8(g)(4),  applicable 
manufacturers  and  ajjplicahle  Cl’Os 
must  notify  CiMS  of  resolved  disputes. 
We  have  not  yet  estahli.shed  the  content 
or  form  of  this  notice,  and  therefore  we 


have  yet  to  seek  OMB  apjiroval  for  the 
information  collections  a.ssociated  with 
these  provisions.  We  plan  to  seek  public 
comment  consistent  with  the 
requirement  of  the  Paperwork 
Reduction  Act  and  recpiest  OMB 
ajiproval  at  a  later  date.  (Consistent  with 
5  C.FR  part  1320,  the.se  provisions  will 
not  he  effective  until  OMB  a])])rove.s  the 
collection  of  information. 

(C.  Notice  of  Errors  or  Omissions 
(§  403.008(11)) 

Under  ^403. 008(h),  ap])licahle 
manufacturers  and  applicable  CiPOs 
must  notify  CMS  immediately  upon 
discovering  errors  or  omissions  in  their 
reports.  We  have  not  yet  established  the 
content  or  form  of  this  notice,  and 
therefore  we  have  yet  to  seek  OMB 
apjiroval  for  the  information  collections 
a.ssociated  with  the.se  provisions.  We 
])lan  to  seek  public  comment  consistent 
with  the  re(]uirement  of  the  Paperwork 
Reduction  Act  and  reipie.st  OMB 
approval  at  a  later  date.  Consi.stent  with 
5  CFR  part  1320,  the.se  i)rovi.sions  will 
not  he  effective  until  OMB  approves  the 
collection  of  information. 

IV.  Regulatory  Impact  Analysis 

A.  Statement  of  Need 

This  final  rule  is  nece.ssary  to 
inqilement  the  re(|nirements  in  section 
1128C  of  the  Act  (as  added  by  section 
(){)02  of  the  Affordable  (iare  Act),  which 
re(|uires  apjilicahle  manufacturers  of 
covered  drugs,  devices,  hiologicals,  and 
medical  supplies  to  report  annually  to 
the  Secretary  all  payments  and  other 
transfers  of  value  to  physicians  and 
teaching  hosjiital.s  (collectivelv,  covered 
recipients).  Section  1128G  of  the  Act 
also  reipiires  applicable  manufacturers 
and  applicable  (iPOs  to  report 
ownership  and  inve.stment  interests 
held  hy  physicians  or  the  immediate 
family  members  of  physicians  in  such 
entities. 

These  provisions  of  the  Act  were 
modided  largely  on  the 
recommendations  of  the  MedPAC, 
which  voted  in  2009  to  recommend 
(iongressional  enactment  of  a  new 
regulatory  program.  'I'he  jirohlem 
addressed,  as  stated  hy  MedPAC,,  is  that 
“at  least  .some”  drug  and  device 
manufacturer  interactions  with 
])hysicians  “are  a.ssociated  with  ra])id 
pre.scrihing  of  new.  more  exjjensive 
drugs  and  with  physician  reijiiests  that 
such  drugs  he  added  to  hosjhtal 
formularies,”  as  well  as  “concern  that 
manufacturers’  influence  over 
jiliysicians’  education  may  skew  the 
information  physicians  receive.” 
MedPAC  went  on  to  say  that  “there  is 
no  doubt  that  those  relationshijis  should 


he  transparent,”  while  |)ointing  out  that 
“trans])arency  does  not  imply  that  all — 
or  even  most — of  the.se  financial  ties 
undermine  physician- jiatient 
relationships.”^’  While  a  few  comments 
discus.sed  the  reliability  of  the  data  u.sed 
for  the  MedPAC  report,  we  believe  that 
the  overall  conclusions  of  the  report  are 
valid  and  continue  to  see  the  report’s 
findings  as  a  reason  to  promote 
transjiarency. 

B.  Overall  Impact 

We  have  examined  the  impacts  of  this 
rule  as  required  hy  Executive  Order 
128()(>  on  Regulatorv  Planning  and 
Review  (September  30, 1993),  Executive 
Order  13503  on  Improving  Regulation 
and  Regulatory  Review  (Januarv  18, 
2011),  tlie  Regulatory  Flexibility  Act 
(RFA)  (.September  19,  1980,  Pub.  L.  90- 
354),  section  1102(h)  of  the  .Social 
.Security  Act.  section  202  of  the 
Unfumied  Mandates  Reform  Act  of  1995 
(March  22.  1995;  Pub.  L.  104-4), 
Executive  Order  13132  on  Federalism 
(August  4,  1999)  and  the  Congressional 
Review  Act  (5  U..S.C.  804(2)). 

Executive  Orders  12800  and  13503 
direct  agencies  to  as.sess  all  costs  and 
benefits  of  availahle  regulatorv 
alternatives  and.  if  regulation  is 
necessary,  to  .select  regulatory 
approaches  that  maximize  net  benefits 
(including  potential  economic, 
environmental,  |)uhlic  health  and  .safetv 
effects,  distributive  imjiacts,  and 
eipiity).  Executive  Order  13503 
emphasizes  the  im|)ortance  of 
cpiantifving  both  co.sts  and  benefits,  of 
reducing  costs,  of  harmonizing  rules, 
and  promoting  flexihilitv.  .Section  4  of 
Executive  Order  13503  calls  iqion 
agencies  to  consider  apjjroaches  that 
“maintain  flexibility  and  freedom  of 
choice  for  the  public,”  including  the 
“provision  of  information  to  the  public 
in  a  form  that  is  clear  and  intelligible.” 

A  regulatorv  impact  analysis  (RIA)  must 
he  prepareil  for  major  rules  with 
economically  significant  effects  (.Si 00 
million  or  more  in  any  1  year).  We 
estimate  that  this  rulemaking  is 
“economically  significant”  as  measured 
hy  the  $100  million  threshold. 
Accordingly,  we  have  prepared  a 
Regulatory  Impact  Analysis  that 
pre.sents  estimated  costs  and  benefits  of 
the  rulemaking.  We  solicited  comments 
on  all  assumptions  and  estimates  in  this 
regulatory  impact  analysis,  including 
some  assum])tions  and  estimates  that 
were  presented  in  the  (Collection  of 
Information  Reiiuirements  section  of  tlu! 
propo.sed  rule.  As  is  standard  practice  in 


'•,\11  i]U()ti!S  Iroiii  pa»i!S  ai.'i-aUi  of  "I’lililic 
i'o])ortinf>  of  |)livsi(:iaiis'  financial  relationships"  at 
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meeting  these  various  nuiuinnnents  ior 
regulatory  analysis,  this  section  oi  the 
final  rule  addresses  all  ol  them  together. 

The  RFA  recniires  agencies  to  analyze 
options  tor  regulatory  reliefoi  small 
entities,  il  a  rule  has  a  significant  impact 
on  a  substantial  nnmher  of  small 
entities.  Diuhir  the  RFA.  “small 
entities”  are  those  that  tall  below  size 
thresholds  set  i)v  the  Small  Husiness 
Ailministration,  or  are  not-lor-j)rofit 
organizations  or  governmental 
jurisdictions  with  a  ])opnlation  oi  less 
than  .'iO.OOO.  We  did  not  receive  any 
comments  on  these  aspects  oi  the  RFA. 

■SO  have  finalized  it  as  proposed.  For 
purposes  of  the  RFA.  we  estimate  that 
the  majority  of  teaching  hospitals  and 
physicians,  and  most  applicable 
manufacturers  and  ap])lical)le  Gl’Os  are 
.small  entities  under  (uther  the  size  or 
not-for-profit  .standard.  According  to  the 
Small  Business  Administration  size 
standards’’  the  threshold  size  standard 
for  “small"  pharmaceutical 
manufacturers  is  7.'5()  employees,  for 
biological  j)roducts.  and  surgical 
(upiipment,  surgical  supplies,  and 
elect  romedical/electrotherapeutic 
ai)j)aratns  mannfactnrers  is  .'iOO 
(>mploye(!s  and  for  drug  and  medical 
(Hpiipimnit  wholesalers  is  11)0 
emj)h)vees.  \V(!  estimate  that 
approximatcdy  75  percent  of  applicable 
mannfactnrers  and  applicable  GBOs  are 
smaller  than  these;  size  .standards.  In  this 
final  rule,  we  assume  that  a))i)lical)le 
manufacturers  that  do  not  have 
paym(;nts  or  other  transfers  of  value  or 
phvsician  ownershi])  or  investment 
interests  to  report  do  not  need  to  submit 
a  report.  We  bi’lieve  that  many  small 
applicable  mannfactnrers  and 
apj)lical)le  (d’Os  will  have  no 
relationships,  thus  will  not  have  to 
report,  so  the;  burden  on  them  will  he 
negligible.  For  small  entities  with 
financial  relationships  to  re])ort.  we 
l)(;lieve  that  they  will  only  have  a  small 
munher  to  rejjort.  making  the  reporting 
process  significantly  less  burdensome. 
\Ve  believe  that  the  averagi;  burden  of 
the  reporting  requirements  will  he  about 
.SBO.OOO  in  the  first  year  (the  sum  of  ().2.'5 
ITFs  of  compliance  officer  at  .S48 
hourly  rate  and  1  administrative  snp])ort 
FTF  at  .S2()  hourlv  rate  times  40  hours 
ami  52  weeks)  for  smaller 
manufacturers,  and  ev(;n  le.ss  in 
suh.s(Kpient  years.  This  amonnt  is  far 
1m;1ow  the  3  i)ercent  of  revenues  that 
HH.S  uses  as  a  threshold  for  “significant 
impact”  under  tin;  RFA,  so  the.se 
r(;gnlation.s  will  not  have  a  significant 
effect  on  these  small  entities.  For 
(;xamj)le,  if  a  firm  with  only  100 
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employees  g(;nerat(;s  annual  rev(;nue.s  of 
.S200.000  |)er  (;mplovee.  or  .S20  million, 
a  co.st  of  .S80.000  would  he  less  than  0..'i 
l)ercent  of  the  revenues.  Firms  this 
small  would  potentially  face  costs 
considerably  less  than  .S80.000,  and 
hence  an  even  lower  effect. 

As  pr(;vion.sly  noted,  most  teaching 
hospitals  and  physicians  are  small 
entities  under  the  RFA.  sinct;  mo.st 
teaching  hospitals  an;  not-for-profit  and 
soim;  have  revenues  b(;low  .S34..‘1 
million.  We  estimate  that  tt.'i  percent  of 
l)hysician  j)ractices  have  r(;vennes 
under  .SIO  million.  We  heli(;ve  the 
regulatory  effects  of  this  provision  on 
physicians  and  teaching  hospitals  are 
relatively  minor.  Physicians  and 
teaching  hospitals  are  provided  with  the 
oj)j)ortunity  to  review  and  corr(;ct  this 
information,  but  are  not  involved  in  the 
data  collection  or  re])orting  processes. 

We  estimated  that  this  review  would 
take  1  hour  from  the  individual 
physicians  and  .'i  hours  for  the 
.sup])orting  staff  to  perform  the  duty  to 
maintain  r(;cords  and  review  the  re])orts 
annually.  For  t(;ac:hing  hospitals,  it  is 
e.stimated  that  on  average  40  hours  of 
compliance  officer  and  80  hours  of 
su))])orting  staff  woidd  ne(;ded.  Given 
that  their  review  will  take  such  a  small 
amount  of  their  time  annuallv,  the  co.sts 
faced  by  physicians  and  teacliing 
hos|)itals  an;  not  sub.stantial.  As  a  result, 
we  l)elieve  that  tin;  cost  burden  of  this 
revi(;w  and  corn;ction  ])eriod  will  he  far 
h(;low  the  3  jierc.ent  threshold  for 
“significant  impact.” 'rher{;fore,  we 
have  determin(;d  that  this  propo.sed  ruh; 
will  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities  in  any  category  of  entities  it 
affects. 

In  addition,  as  .stati;d  in  the  propo.sed 
rule,  section  1102(h)  of  the  Act  recpiires 
us  to  prepare  a  regulatory  impact 
analysis  if  a  rule  may  have  a  significant 
imjjact  on  the  o])eration.s  of  a  substantial 
number  of  small  rural  hos])itals.  3’his 
analysis  must  conform  to  the  provisions 
of  .section  004  of  the  RFA.  For  ])urposes 
of  .section  1102(b)  of  the  Act.  we  d(;fine 
a  small  rural  hospital  as  a  hos])ital  that 
is  located  outside  of  a  metropolitan 
statistical  area  and  has  fewer  than  100 
beds.  In  the  j)ro])osed  rule,  we  stated 
that  we  did  not  believe  that  any  of  tin; 
affected  teaching  hospitals  are  small 
rural  hospitals,  so  did  not  l)(;liev(;  that 
the  rule  had  a  significant  im))act  on  tin; 
operations  of  small  rural  ho.s])ital.s.  W(; 
did  not  receive  any  comments  on  this, 
so  we  have  determined  that  this  final 
rule  will  not  have  a  significant  im])act 
on  the  operations  of  a  substantial 
number  of  small  rural  hospitals. 

S(;ction  202  of  the  Unfunded 
Mandates  Reform  Act  of  1?)9.5  (UMRA) 


also  retjnires  that  agencies  as.sess 
antici])ated  costs  and  l)(;nefits  befon; 
is.sning  any  rule  whose  mandat(;s 
re(]uire  spending  in  any  single  year  of 
$100  million  in  19‘).'5  dollars,  updated 
annually  for  inflation.  In  early  2013, 
that  threshold  is  approximate! v  .$13t) 
million.  The  (;stimates  ])resented  in  this 
s(;ction  of  this  rule  exceed  this  threshold 
and  as  a  r(;sult,  we  have  ])rovided  a 
d(;tailed  as.sessment  of  the  anticipated 
i:osts  and  b(;neiits  in  section  V.(i.4.  of 
this  final  rule.  Reporting  under  section 
1128(i  of  the  Act  is  r(;(juired  by  law,  so 
we  are  limited  as  to  jiolicy  options. 
.Section  IV. D.  of  this  final  rule,  as  well 
as  other  parts  of  the  preamble,  jjrovide 
detailed  additional  information  t)n  the 
alternatives  we  considered. 

Executive  Grder  13132  establishes 
certain  requirements  that  an  agenev 
miKst  meet  when  it  ])romulgates  a 
proposed  rule  (and  .sul)S(;(]uent  final 
rule)  that  im])ose.s  substantial  direct 
reciuirement  costs  on  .State  and  local 
governments.  i)reem])t.s  .State  law,  or 
otherwise  has  Federalism  implications. 
While  this  final  rule  does  ])re(;mj)t 
certain  elements  of  .State  law,  the 
r(;gulatory  .standard  simply  follows  the 
(;xpres.s  ])reemption  provision  in  the 
statute.  Because  of  this  and  the  fact  that 
this  n;gulation  do(;s  not  im])ose  any 
costs  on  .State  or  local  governments,  the 
reciuirements  of  lixecutive  ()rd(;r  13132 
art;  not  apj)lic:ahle.  W(;  offer  a  mon; 
detailed  di.scussion  of  ])reemption  in 
§4()3.‘)14  of  this  final  rule. 

(j.  Aniicipatad  Eflhcis 

The  regulatory  impact  of  this 
l)rovision  includes  applicable 
manufacturers  and  applicable  GPGs 
collection  and  submitting  this 
information  to  G.M.S,  and  ])hysician  and 
teaching  ho.s])ital  review  and  correction 
period.  The  co.sts  of  these  requirements 
are  outlined  in  .section  III.  of  this  final 
rule.  We  estimate  a  total  cost  of  about 
.$289  million  for  the  first  year  of 
reiiorting,  followed  by  about  $180 
million  in  the  second  y(;ar  and  annually 
ther(;after. 

1.  Effects  on  Apj)lical)le  Manufacturers 
and  Ap])licahle  GPOs 

For  a])i)lical)le  mannfactur(;r.s.  only 
those  that  made  rei)ortahle  jxiyments  or 
other  transfers  of  value,  or  have 
physicians  (or  immediate  family 
m(;mh(;r.s  of  ])hysicians)  holding 
ownershij)  and  investment  interests, 
will  be  re()uired  to  submit  re])ort.s. 
.Similarly,  only  applicable  (JPOs  that 
have  ownership  or  investment  interests 
held  by  ])hysicians  (or  immediate  family 
members  of  ])hysician.s)  would  he 
r(;quired  to  submit  rejiorts.  We  estimate 
that  a])])roximately  1.1. $0  ajjplicahle 
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manufacturers.  (150  drug  and  biologic 
manufacturers,  and  1. ()()()  device  and 
medical  supply  manufactnrcns),  and 
approximately  420  a])plical)le  CFOs 
would  submit  re])orts.  We  based  these 
estimates  on  the  number  of 
inanufactnnu's  reporting  in  States  with 
similar  transparency  ])rovisions,  as  well 
as  the  numl)(!r  of  manufacturers 
r(!gistered  with  FDA.  The  numher  of 
drug  manufacturers  is  based  on 
rei)orting  in  Mas.sachusetts.  Minne.sota, 
and  Vermont,  when;as  the  nnmt)(!r  of 
device  manufacturers  is  based  on 
reporting  in  Mas.sachusetts  and 
Vermont,  since  Minnesota  does  not 
re(|uire  device  manufacturers  to  rejjort. 
Because  the  State  laws  have  higher 
payment  thresholds  and  are  sjjecific  to 
the  physicians  in  the  State,  we 
estimated  that  the  numher  of 
manufacturers  rejjorting  would  he 
greater  under  section  1128(i  of  the  Act, 
so  we  increa.sed  the  State  reporting 
numbers  by  50  i)ercent.  For  device 
manufacturers,  we  al.so  used  data  from 
the  FDA  to  identifv  the  total  numher  of 
manufacturers  to  use  as  a  ceiling  for  our 
estimate,  combining  the  two  data 
.sources  we  increa.sed  the  .State  r(;porting 
numbers  by  75  percent.  We  believe  that 
devicx!  mannfatlurers  are  often  smaller 
and  more  region  specific,  which  is  why 
we  increased  the  .State  estimates  by  a 
grciater  percentage.  We  did  not  nu'.eive 
cfjinments  on  the  number  of  re])orting 
entities,  exce])t  for  information  on  the 
numl)(!r  of  device  manufacturers 
reporting  in  Vermont,  where  the 
legislature  amended  the  transparencv 
.scdieme  in  2009  to  include  reiiorting  by 
device  manufacturers,  .so  have  finalized 
the.se  assumptions. 

It  is  difficult  to  e.stahlish  with 
precision  the  number  of  GFOs,  as 
propo.sed,  because  the  definition  of  GFO 
includes  some  ])hy.sician  owned 
distril)utor.shi])s  (FODs).  However,  we 
did  rcdy  on  a  recent  report  by  the  Senate 
Finance  Committee!  which  identified  20 
States  with  mnlti])le  FCDs  and  more 
than  40  FODs  in  California.^.  When  we 
extra]K)late  the.se  estimates  to  the 
national  level,  taking  into  account  the 
dis])roportionately  higher  numh(!r  in 
California,  we  estimate  that  there  are 
approximately  200  FODs  currently  in 
the  IJ.S.  We  fiirther  estimate  that  there 
are  an  additional  KiO  CFOs,  which  have 
some  form  of  physician  ownership  or 
investment.  'I’liis  is  based  on  a  uiview  of 
what  little  literature  exists  and 
discussions  with  knowledgeable 
])ersons.  Our  re.search  found  that  there 
are  ap])roximately  800  CFOs  and  that 
a])proximately  20  percent  of  CFOs  have 
at  least  one  ijhysician  owner  or  investor. 
We  did  not  receive  comments  on  the 


numher  of  CFOs,  .so  have  finalized  these 
assumptions. 

In  the  public  comments,  we  received 
comments  on  the  estimated  co.sts  of  the 
re))orting  retpiirements,  hut  not  the 
individual  activities  a.ssociated  with 
tluiin.  Civen  the.se  comments,  we  hav(! 
r(!vi.sed  the  estimates,  hut  have  not 
revised  the  activities  the  FTFs  will  he 
required  to  perform,  simx!  we  believe 
they  accurately  portrav  the 
recinirements.  (Coordinating  the  data 
collection  will  require  ensuring  that  all 
])ayments  and  other  transfers  of  value 
are  attributed  to  the  correct  covered 
recipient  and  reported  in  the  manner 
re(|nired  in  this  final  rule.  These 
e.stiiuates  include  onr  aggregate  estimate 
of  the  overall  time  required  to  build  and 
maintain  the  re])orting  systems 
(inchuling  the  develojunent  of  new 
information  technology  sy.stem.s],  train 
appropriate  staff,  obtain  NFI  and  other 
information  from  the  NFFE.S  system 
(and  if  neces.sarv  supplement  that 
information),  establish  whether  anv 
owners  or  investors  have  physicians  as 
immediate  family  members  (if 
necessary),  organize  the  tlata  for 
submission  to  CM.S  (within  the 
organization  and  with  any  third  partv 
vendors),  register  with  (CMS  and  submit 
the  recinired  data,  review  the  aggregated 
data  that  CMS  produces,  respond  to  any 
])hysician  or  teaching  hospital  (pieries 
during  the  review  process,  and  resubmit 
and  re-attest  to  certain  disjjuted 
information  (if  necessary).  Finally,  it 
al.so  includes  any  time  r(!quired  to 
maintain  records,  as  recpiired.  However, 
we  believe  that  much  of  this 
information  will  be  collected  and  stored 
already  for  financial  reasons,  so  we  do 
not  antici])ate  a  .significant  burden.  It 
allows  for  time  applicable 
manufacturers  and  applicable  CfFOs 
may  sometimes  ii.se  for  “pre- 
submission”  reviews  hut  a.ssumes  that 
would  be  rarely  u.sed,  and  oidy  for 
complex  ca.ses.  It  al.so  includes  the  time 
that  applicable  manufacturers  may  elect 
to  s])end  to  submit  with  their  data  a 
document  de.scrihing  their  a.ssumptions 
and  methodology  for  categorizing  the 
nature  of  payments.  The  estimates  al.so 
include  a  downward  adjustment  to 
reflect  the  ])otential  time  .savings  that 
would  accrue  to  applicable 
luannfactnrers  who  register  with  the 
("MS  .system  aud  thus  have  the  ability  to 
(inery  CMS,  receive  informal  guidance 
through  a  list.serv  or  other  methods  of 
providing  technical  assistance,  and 
ultimately  obtain  n.seful  information  on 
low  cost  methods  of  compliance. 

(jonuiK^ni:  .Several  conunenters  stated 
that  the  current  cost  estimation  for 
aiiplicahle  manufactures  and  apiilicahle 
(iFOs  to  comply  with  the  rejuuting 


recpiirements  are  too  low,  and  ("M.S 
should  iucrea.se  the  PTE  estimates. 

Itfisponser.  We  agree  with  tlu! 
comment  and  have  increa.sed  our 
estimates  of  the  average  FTE  hnrd(!n 
associated  with  the  manufacturer  and 
CFO  re])orting  re(piirement.s.  However, 
we  believe  that  apj)licahle 
manufacturers  ami  applicable  CFOs 
vary  in  their  readiness  to  coiuplv  with 
the  reporting  recinirements.  .Some 
companies  have  exi.sting  reporting 
systems  in  place,  which  can  he  u.sed  to 
comply  with  the  government 
recinirements.  These  .systems  trac;k  the 
wide  range  of  financ:ial  interactions 
hetwcH!!!  the  company,  and  physicians 
and  teac:hing  hospitals.  Additionally, 
the  efforts  and  workload  varicis  with  the 
size  of  the  c:ompany  as  larger 
manufacturers  will  have  more 
transactions,  so  may  need  more  FTEs 
ac;c:orclingly.  As  in  the  proposed  ride,  we 
estimated  the  impact  ha.secl  on  all  sizes 
of  cuunpanies,  rec:ognizing  that  thcire  are 
a  fc!w  very  large  companies  for  whic;h 
this  would  hc!  a  low  cistimatc:,  hut  there 
are  small  companies  whicti  mav  iicuicl 
fewer  FTEs.  Additionally,  we  al.so  took 
into  ac:c:onnt  the  finalized  provisions 
that  applicable  manufacturers  with  le.ss 
than  10  pc!rc:ent  of  gross  revenues 
exuning  from  cx)verecl  products  would 
only  have  to  report  payments  or  other 
transfers  of  value  related  to  cxivercul 
products,  rather  than  all  products.  This 
will  grcxitly  reducx!  the  rciporting  hurdcjn 
for  these  manufacturers,  so  we  liave 
cxuisidered  them  small  cximpanies  for 
reporting  inii'iioses.  k’inallv.  we 
sejiarated  the  FTE  estimates  to  iuedude 
a  full  time  cxuupliancx)  officer’,  as  well  as 
nudtiple  support  staff  for  hookkcjeping, 
accounting,  and  auditing;  this  ctiange  in 
ajqu’oacti  yields  a  lower  average  c:o.st  per 
FTE  than  we  exstimated  in  the  FRA. 

We  estimate  that,  for  ycjar  1.  on 
average,  smaller  applicable 
manufacturers  will  have  to  dcrlicate  25 
j)c!rc;ent  of  an  FTE  employee  (mainly  in 
the  range  of  zero  to  50  percx!nt),  whereas 
larger  a])plic:ahle  manufacturers  may 
have  to  dedicxite  1  to  10  FTE  employcies 
to  cxuujily  with  the  reporting 
rcKpiirements  (we  a.ssume  2  FTEs  on 
average).  F'urthcr'inore,  we  c:stimatecl 
that  re|)orting  activities  will  he 
cxuulucted  by  the  managerial  staff  and 
supporting  staffs,  the  c:c)mplianc:e  or 
similar  level  of  .staffs  will  oversee  the 
rc!|iorting  activities,  whic;h  will  largely 
h(!  supportcHl  by  .staff  involved  with 
bookkeeping,  acx;cuinting  and  auditing. 
Sincx!  there  are  many  more  small 
exunpanies,  we  estimate  that  on  average, 
0.5  FTEs  of  cximpliancx:  c)fficx:r  and  2 
FTEs  of  supporting  .staff  would  he 
ncuided  for  cuich  apjilicahle 
manufacturer  in  the  first  year  (2  FTEs  of 
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coiiiplianei;  officer  and  8  F'l'Fs  of 
supporting  staffs  in  l.'iO  larg(!r  firms  and 
0.2.1  FTFs  of  compliance  officer  and  1 
I’TF  of  snp|)orting  staffs  in  1.000  smaller 
firms).  We  ap])reciale  that  this  is 
considerahh;  simplification  of  a  far  more 
com])lex  distrihvition  of  firms,  hut  we 
hcilieve  that  it  captures  the  distrihution 
in  manufacturing  sectors  wluire  a 
relative  handful  of  firms  have  sah^s  in 
the  billions  t)f  dollars  annually  over  a 
wide  range  of  products,  and  a  far  larger 
numher  have  annual  .sales  in  low 
millions  of  dollars  annuallv  for  ju.st  a 
few  products,  with  practices  regarding 
financial  relationships  with  phvsicians 
varying  widdy  within  each  grouj)  and, 
in  many  cases  by  jnoduct  or  ])roduct 
class. 

Therefore;,  for  ap])licahle 
manufacturers,  the  revised  cost 
estimation  assumes  a  compliance  officer 
(0.5  full-time  e(|uivalents  (FTFs))  and  2 
I'TFs  of  bookkeeping,  accounting  and 
auditing  staff  support  in  the  first  year. 

In  the  second  year  anti  thereafter,  we 
reduced  the  estimates,  since  we  believe 
the  system  will  he  more  automated.  In 
vear  2  and  thereafter  we  assumed  0.375 
FTFs  (780  hours)  of  a  com])fiance  offict;r 
and  1.5  FTFs  (3,120  hours)  of 
hookkee))ing,  accounting,  and  auditing 
suj)port.  (iomjjared  with  the  estimates 
we  provided  in  the  propo.sed  rule,  the 
total  first-year  FTF  increasetl  from  1.74 
to  2.5  1‘TFs  for  apjtlicahle 
manufacturers.  It  should  he  noted  that 
this  is  an  average  co.st  while  the  large 
manufactur(;r.s  may  need  more  and  the 
small  manufacturers  mav  need  le.ss 
FTFs. 

Tin;  gn;at(;r  staff  time  for  year  1 
represents  time  for  applicable 
manufacturers  to  alter  their  systems  to 
collect  and  re])ort  this  data.  We  estimate 
that  once  procedures  and  systems  are 
modified,  costs  would  he  25  percent 
lower,  which  redui:es  this  value  to  an 
average  of  0.375  FTFs  of  comj)liance 
officer  and  1.5  FTFs  of  sujjjjort  staff  in 
year  2  and  annuallv  thereafter.  We 
emjjhasize  that  these  are  \’erv  rough 
estimates,  'fhe  actual  burdens  could 
easily  avi;rage  25  ])erc(;nt  low(;r  or 
higher,  and  would  dep(;nd  on 
manufacturers'  changes  in  practices 
after  the  regulations  are  made  final. 
.Some  may  welcome  the  new 
trans])arency:  others  may  decide  to 


change  or  eliminate  their  current 
l)ractices.  Our  as.sum])tion  that  smaller 
firms  could  in  .some  cases  incur  no  new 
costs  assumes  that  some  do  not  now 
have  any  such  financial  relationships 
and  that  this  pro])ortion  would  grow  as 
some  firms  decide  that  the  ht;neiits  of 
such  relationships  are  less  than  the 
co.sts  of  r(;]K)rting.  Other  smaller  firms 
with  only  a  few  products  and  only  a  few 
financial  relationships  might  w(;li 
already  have  systems  in  place  that 
e.s.sentiallv  meet  the  propo.s(;d 
recjuirements  or  that  could  do  so  with 
minimal  effort. 

W(;  anticipate;  it  would  he;  le.ss 
hurelenseane  fe)r  an  a|)plie:al)le;  CFO  to 
e;omply  with  these;  proi)e)se;el  repeating 
re;eiinrement.s.  since;  we  l)e;lieve; 
e:e)mpanie;.s  will  have  fe;we;r  re;lationshi])s 
with  physician  eewners  e)r  inve;ste)r.s  (e)r 
immeeliate  family  me;ml)e;rs).  This  will 
make  it  mue;h  easier  fe)r  ap])lie:al)le;  CFOs 
to  mate:h  e)wner.ship  and  inve;.stme;nt 
interests  to  the;  aj)pro])riate;  physieaans 
(or  family  me;ml)e;r.s).  Base;el  em 
eli.seaissions  with  e)ffie;ials  e)f  .se)me;  CFOs 
anel  inelustry  e)l).se;rve;rs,  we;  e;.stimate;  that 
it  we)idei  take;  from  5  te;  25  |)e;re:e;nt  of  a 
FTF  staff  meanl)e;r.  ele;pe;neling  e)n  the; 
size;  e)f  the;  applie;able;  CFO.  We;  assume; 
that  applie;able;  CFOs  alre;aely  kne)w  the; 
e)wne;rshi])  anel  inve;.stme;nt  inle;re;.st.s  e)f 
its  inaje)!'  inve;.ste)r.s,  se;  the;  hurelen  e)f 
these;  re;e|eure;me;nt.s  ineduele;  any  e;hange;.s 
te)  internal  pre)e:e;ehire;.s  te)  re;e;e)rel  <mel 
re;pe)rt  the;  infeninatie)!!.  Alse;  agiiin,  we; 
have;  ne)t  feeunel  any  e;mpirie;al  stuelies  te; 
l)e;tte;r  infeerm  this  e;.stimate.  Ae:e;e)relingly. 
we  estimate;  that  een  ave;rage;.  an 
applie:ahle  CFO  we)idel  ele;elie:ate;  10 
j)e;re;e;nt  e)f  an  FTF  (208  he)ur.s)  e)f 
e:ompfiane:e;  e)ffie;e;r  emel  0.25  FTFs  (520 
hours)  of  sup])e)rt  staff  te)  re;pe)rting 
unele;r  this  .se;e:tie)n  for  ye;ar  1,  fe)lle)we;d 
by  25-pe;re:ent  reelue:tie)ns  in  l)e)th  the 
e;e)mpliane;e;  e)ffie:e;r'.s  time;  anel  .suj)])e)rt 
staff's  time;  fe)r  ye;ar  2  anel  annually 
the;re;after.  (k)mpare;el  with  the;  e;stimate;.s 
we  provieleel  in  the  ])re)pe)se;el  ride,  the; 
te)tal  first-year  I'TF  estimates  ineaeaseel 
fre)m  0.1  FTF  (208  hours)  te)  0.35  (728 
hours)  ie)r  CFOs. 

While;  many  inelivieluals  within  the; 
aj)plie:al)le;  manufae;ture;r  e)r  applieaihle 
CFO  may  e:e)ntribute;  to  the;  elata 
e;e)lle;e;tie)n  anel  re;pe)rting,  we;  he;lie;ve;  that 
maje)ritv  e)f  the;  we)rk  will  he;  ])e;rfe)rme;el 
by  the;  su])])e)rt  staff  anel  e)ve;rse;e;n  by  a 


e;e)m|)lianea;  e)ffie:e;r.  Ae;e:e)reling  te;  the; 
Bureau  e)f  Labe)!'  Stati.stie:.s  Oe:eaipatie)nal 
Fm])le)yme;nt  .Stati.stie:s,  in  May  2011,  the; 
average;  he)urlv  rate;.s  fe)r  a  e:e)mplianea; 
e)ffie:e;r  anel  he)e)kke;e;ping.  ae;e:e)unting  anel 
aueliting  staff  in  the;  pharmaeaaitiead  anel 
meelieane;  manufae;turing  fielel  was 
.S35.75  anel  .$19.84,  re;s])e;e;tive;ly.  We; 
api)lie;el  a  33  pe;rea;nt  inea'e;a.se;  te)  this 
ame)unt  te)  aeaa)unt  fe)r  fringe;  benefits, 
making  the;  te)tal  he)urly  e:e)mpe;nsatie)n 
.$47.55  anel  $20.39,  re;spe;e;tive;ly.  The; 
te)tal  numher  e)f  he)urs  fe)r  ai)plie:al)le; 
manufae:ture;rs  (inedueling  the;  heeurs  lor 
e:e)mj)lianea;  e)ffiea;r.s  anel  suppeert  stafll 
eluring  ye;ar  1  we)ulel  he;  5.980,000  (1,150 
applie:al)le;  manufacturers  x  100  he)urs 
(2.5  FTFs)  X  52  we;e;ks).  Fe)r  ye;ar  2  anel 
sul)se;e]uent  years,  we  estimate  a  total  of 
4,485.000  he)urs  (1,150  a])pfie;al)le; 
manufae:turer.s  x  75  hours  (1.875  FTFs) 

X  52  we;e;ks).  On  ave;rage;,  this  e;epial.s 
4.983,333  hours  annually  fe)r  all 
ai)])lie:al)le;  manufae:ture;rs  fe)r  the;  first  3 
years.  The;  total  number  e)f  hours  lor 
a])plie:ahle;  CFOs  (inclueling  the;  hours 
fe)r  e:e)m])liane:e;  e)ffie:e;r.s  anel  suppeirt 
.staff)  fe)r  year  1  we)ulel  he;  305,700  (420 
a])])lie:ahle;  CFOs  x  14  he)urs  (0.35  FTl’]) 

X  52  we;e;ks)  anel  fe)r  ye;ar  2  won  lei  he; 
229,320  he)ur,s  (420  applie:ahle;  CFOs  x 
10.5  he)ur.s  (0.2025  I’TFs)  52  we;e;k.s).  Fe)r 
the;  fir.st  3  years  in  te)tal.  applie:ahle; 
(iFOs  will  si)e;nel  e)n  ave;rage;  254,800 
he)ur.s  annuallv. 

The;  fe)lle)wing  tahle;.s  pre)viele;  e)ur  total 
e:e).st  e;stimale;.s  fe)r  a])j)lie:al)le; 
manufae;ture;r.s  anel  applie:ahle;  (iFOs  te) 
e:e)m])lv  with  the;  elata  e;e)lle;e;tie)n 
re;e]uireane;nts  in  .se;e:tie)n  1128(J  e)f  the; 

Ae:t  suedi  :i.s  e:e)llee:ting  infe)rmatie)n, 
re;.sj)e)nefing  te)  ineiuirie;s.  ele;vele)])ing 
re;pe)rt.s,  anel  submitting  reports  to  CM.S. 
In  te)tal.  we;  estimate  that  for  apj)lie;al)le 
manufae:ture;rs  anel  applie:ahle  CFOs 
n;ejuire;el  te)  re;i)e)rt.  it  will  e;e).st 
$193,037,104  fe)r  year  1  anel  will  ce),st 
$144,777,828  fe)r  year  2  anel  annually 
the;re;afle;r.  Fe)r  the  first  3  years,  this 
averages  te)  a  e:e)st  e)f  $100,804,253 
annually.  All  e;stimate;s  are;  in  2011 
ele)llar.s. 

We;  ne)te  that  Tables  lA  anel  IB 
e;ontain  re;vi.se;d  estimateel  labor  exists. 
The;  eeriginal  e;e).st  estimates  we;re; 
inedueleel  in  the;  De;e:e;ml)e;r  19,  2011 
])re)|)e),se;el  rule;  (70  FR  78742). 


Table  1  A— Year  1  Estimated  Labor  Costs  for  Applicable  Manufacturers  and  Applicable  GPOs 


Estimateel  report¬ 
ing  organizations 

Estimated  hours 
per  reporting 
organization 

Hourly  rate 

Average  total 
cost  per 
organization 

Total  cost 

Compliance  officer  in  AM . 

1,150 

1,040 

$48 

$49,452 

$56,869,800 

Supporting  staffs  in  AM  . 

1,150 

4,160 

26 

109,782 

126,249,760 

Compliance  officer  in  Applicable  GPOs  . 

420 

208 

48 

9,890 

4,153,968 
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Table  1  A— Year  1  Estimated  Labor  Costs  for  Applicable  Manufacturers  and  Applicable  GPOs— Continued 


Estimated  report¬ 
ing  organizations 

Estimated  hours 
per  reporting 
organization 

Hourly  rate 

Average  total 
cost  per 
organization 

Total  cost 

Supporting  staffs  in  Applicable  GPOs  . 

420 

520 

26 

13,723 

5,763,576 

Total  . 

193,037,104 

Table  IB— Year  2  and  Subseouent  Year  Estimated  Labor  Costs  for  Applicable  Manufacturers  and 

Applicable  GPOs 


[Annual] 


Estimated  report¬ 
ing  organizations 

Estimated  hours 
per  reporting 
organization 

Hourly  rate 

Average  total 
cost  per 
organization 

Total  cost 

Compliance  officer  in  AM . 

1,150 

780 

$48 

$37,089 

$42,652,350 

Supporting  staffs  in  AM  . 

1,150 

3,120 

26 

82,337 

94,687,320 

Compliance  officer  in  Applicable  GPOs  . 

420 

156 

48 

7,418 

3,115,476 

Supporting  staffs  in  Applicable  GPOs  . 

420 

390 

26 

10,292 

4,322,682 

Total  . 

144,777,828 

In  addition  to  FTF  costs,  we  also 
assume  that  there  would  he  some 
infrastructure  costs  associated  with  the 
rej)orliug  re(|uiremeuts  under  section 
1128C  of  the  Act.  We  acknowledge  a 
sul)stautial  amount  of  uuccMtaiuty  in 
tluj.se  estimates.  For  exam])le.  we  do  not 
know  liow  many  c:om])anies  will  he 
using  existing  systems  and  t(!chnology 
to  com])ly  with  the  re(]uir(!ments  and 
how  many  will  Ik;  obtaining  new 
(!(iuij)ment  and  technology:  in  both 
c:ases.  then;  will  he  o])])ortunity  costs  of 
using  the  systems  for  the  reporting 
nuiuired  by  this  rule,  hut  with  new 
systems,  there  might  he  higher-set-up 
costs.  We  also  envision  that  companies 
of  varying  size  will  have  different 
infra.structnre  needs,  .so  have  selected  an 
average  amount  based  on  CMS 
infra.structnre  e.stimates  of  the 
n!(|uirements.  We  estimate  that  in  year 
1  the  infrastructure  costs  for  applicable 
manufacturers  will  he  $10,000.  This 
represents  an  average  of  .$4,000  for  .small 
companies  (estimated  to  be  1000 
comjianies)  and  .S.'iO.OOO  for  large 
comjjanies  (estimated  to  he  l.'iO 
companies].  We  assume  that  the 
majority  of  these  co.sts  will  he 
infrastructure  costs,  such  as  purchasing 
e(iui]mu!nt  and  initial  training,  hut 
assume  that  some  costs  will  he  r(!(|uired 
to  maintain  the  systems.  T'herefore,  we 
estimate  that  in  year  2  and  annually 
thereafter,  applicable  manufacturers 
will  sjjend  about  $1,000  annuallv  to 
maintain  their  systems.  This  represents 
10  percent  of  the  original  infrastructure. 


which  we  believe;  is  reasonable  given 
CM.S’s  experience  with  system 
maintenance.  We  note  that  this  only 
ce)vers  the  system  and  e(iui])ment 
maintenance  and  not  the  .staff  time  to 
comply  with  the  re])orting  reeiuirements. 

I'or  a])])licahle  CI’Os,  we;  eissume;  the; 
iidrastreieiture  e;e)sts  a,s.se)e:iate;el  with  the; 
re;pe)rting  re;e|inre;me;nts  will  he;  le)we;r 
than  that  fe)r  applie;ahle;  manufae;tnre;rs. 
We;  assnme  that  the;  a])])lie:ahle;  (IPO 
e:osts  will  he;  re)Ughly  20  pe;re:e;nt  e)f  the).se; 
fe)r  <ipj)lie:al)le  mannfae:ture;r.s.  This  is 
ha.seel  een  the;  fae.t  th:it  e;.stimate;el  FTE 
e:e)st.s  fe)r  applie;ahle;  (IPOs  are;  reeughly  20 
])e;re:ent  e)f  tliat  of  aj)plie:ahle; 
manufae:ture;rs.  Therefeere,  we;  estimate; 
that  in  year  1  the  infrastrue;ture;  ceists  for 
applie:ahle  (IPOs  will  be;  $2,000. 
.Similarly,  we;  e;.stimate;  that  mainte;nane:e 
ce)sts  will  he  10  pe;re:ent  of  the;  initial 
cost,  so  in  yewr  2  anel  he;yonel  the 
maintenane;e  costs  fe)r  a])plie;al)le  (IPOs 
will  he;  $200.  Table  2A  anel  2B  e:e)ntain 
the  estimateel  infrastrue:ture;  e:e).sts  for 
a])plie:ahle  manufae:ture;rs  anel 
a])plie;able  (lOPs  in  ye;ar  1  anel  year  2 
anel  the;re;afte;r,  re;.spe;e:tive;lv.  We  further 
a-ssume  that  the;  e;e)mhine;el  infra.strue;ture 
anel  maintenimc:e  e;e)st.s  ])e;r  hnrelen  he)ur 
will  he;  the;  same;  fe)r  physie:ians  anel 
te;ae:hing  heespitals  as  feer  (IPOs. 

We;  ne)te;,  anel  eliscuss  in  the;  he;ne;fit.s 
se;e;tie)n  later  in  this  .se;e:tie)n,  that  the; 
e:e)st.s  e)f  applie:ahle;  manufae;tnre;rs  may 
he;  ])artially  eeff.set  he;e;au.se;  many 
e:e)mpanie;.s  are;  alre;;ielv  re;e|nire;el  te)  repeert 
te)  .State;s  with  similar  eli.se;le).sure 
re;e|eure;me;nt.s.  hut  we)idel  ne;  le)nge;rl)e; 


re;eiuire;d  te)  repent  the;  same  infeermation 
te)  .State;s  after  the;  final  ride;  is  is.sue;el.  In 
aelelitie)!!,  <i  few  large;  companieis  are; 
alre;aely  re;])e)rting  similar  infe)rmatie)n  een 
a  n<itie)md  le;ve;l  in  eereler  to  e:e)mply  with 
(Ie)rpe)rate  Inte;grity  Agreements  (ClAs) 
with  llfLS  OKI.  The;se;  e.eempanies  may 
ne)t  hiive  te)  invest  as  mue;h  as  we; 
e;.stim;ite;ei  e;arlier  in  this  se;e;tie)n  te) 
e:e)mply  with  the  re;e|nire;me;nt.s  in  .se;e:tie)n 
1128(1  e)f  the;  Ae:t.  1  le)we;ve;r,  given  the; 
eliffe;ring  re;ejnireme;nts  fe)r  e;ae;h  .Steite 
anel  (II A,  ;mel  l)re)itel  .se;e)j)e;  of  se;e:tie)n 
1128(1  e)f  the;  Ae:t,  we;  ele)  ne)t  l)e;lie;ve;  it 
is  pe).ssihle  te)  aj)pre)ximate;  any  le;sse;ne;ei 
l)urele;n  fe)r  entitieis  alre;aeiy  re;pe)rting. 

15e;e;ause  a|)plie:ahle;  manufae:ture;r.s 
have  some  influe;ne:e  in  getting  their 
proelue:t.s  on  a  Part  D  plan  formulary, 
e)htaining  hilling  codes,  e)r  getting 
Meelie:aiel  e:e)verage.  they  have  .se)me 
e;ontre)l  e)ver  whether  Me;elie:are, 
Me;elie:aiel  anel  CHIP  ])ayments  are; 
available  for  their  pre)elue:t.s.  If 
applicable  manufacTurers  were;  te)  stop 
ae:ce;pting  such  payments  so  as  to  ave)iel 
repe)rting  re;e|nire;me;nts.  it  woulel  re;elue:e; 
the;  rule;-inelue:e;el  c:e)st  that  they  heiar 
the;m.se;lve;.s.  hut  might  ne;gative;lv  affe;e:t 
the;  well-being  e)f  Me;eiie:are;,  Me;elie:aiel 
anel  CHIP  patients  who  no  le)nge;r  heive 
e;e)verage;  for  a  fidl  range  e)f  me;elie;al 
j)re)elue:ts.  He)we;ve;r,  he;e:ause;  the;se; 
pid)lie:  pre)grams  re;pre;sent  a  very  large; 
patient  ])e)pulcitie)n,  we;  ele;  ne)t  cmtie:ij)ate; 
that  applie:al)le;  manufae;ture;r.s  will 
refrain  ire)m  partienpating  in  the; 
pre)grams  just  te)  ave)iel  re;pe)rting 
re;eiuireanent.s. 
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Table  2A— Year  l  Estimated  Infrastructure  Costs  for  Applicable  Manufacturers  and  Applicable  GPOs 


Organizations 

Annual  cost 

Total  cost 

Large  Applicable  Manufacturers  . 

150 

$50,000 

$7,500,000 

Small  Applicable  Manufacturers  . 

1000 

4,000 

4,000,000 

Applicable  GPOs  . 

420 

2,000 

840,000 

Total  . 

12,340,000 

Table  2B— Year  2  and  Subseouent  Year  Estimated  Infrastructure  Costs  for  Applicable  Manufacturers 

AND  Applicable  GPOs 

[Annual] 


Organizations 

Annual  cost 

Total  cost 

Large  Applicable  Manufacturers . 

150 

$5,000 

$750,000 

Small  Applicable  Manufacturers  . 

1000 

400 

400,000 

Applicable  GPOs  . 

420 

84,000 

Total  . 

1 ,234,000 

2.  Kffects  on  Physicians  and  Tiiaching 
I  lospitals 

We  al.so  have  estimated  costs  for 
physicians  and  teaching  hospitals,  since 
tluiv  wonld  have  an  opportnnitv  to 
review  and  correct  the  data  snhinitt(!d 
hy  a|)plicahh!  inannlactnrers.  The 
statute  n.ses  the  definition  of  phvsician 
in  section  18()l(r)  of  the  Act.  which 
includes  doctors  of  medicine  and 
osteopathy,  dentists,  dental  surgeons. 
j)0(liatrists.  optometrists  and  licensed 
chiropractors.  Using  tin;  Bnrean  {)f  l.ahor 
.Stati.stics  Occupational  Outlook 
ilandhook.  we  (jstimate  that  information 
may  he  available  for  as  many  as  85)7.700 
j)hysicians.  Uowevcir.  we  believe  that 
not  all  j)hysicians  will  have 
relationshi])s  with  applicable 
manufacturers  or  applicable  Gl’Os.  In 
the  proposed  rule,  we  assumed  that 
roughly  7.')  j)ercent  of  ])hysicians  wonld 
have  relationships.  However,  based  on 
feedback  we  receixanl  from  stakeholders, 
including  a  private  firm  with  data  of 
roughly  .‘iO  companies  currently 
re])orting.  we  now  e.stimate  that  l(;.ss 


than  fiO  percent  of  the  physicians  have 
tran.sactions  with  indnstrv.  We  assume 
that  50  percent  of  phvsicians  have  no 
r(!lationships  with  a])])licahh! 
mannfactnrers  or  applicable  GPOs. 
which  reduces  onr  univ(!r.se  of  affectiul 
])hysicians  to  ap])roximat(;lv  448.850. 
Further,  .stakehohhns  hav(i  (jxpressed 
that  many  physicians  maintain 
relationsliips  with  applicahh; 
mannfactnnirs  that  are  relativcily 
insignificant  from  a  financial  |)oint  of 
view,  so  we  iistimate  that  many 
physicians  will  not  d(!Vote  any  tiim;  to 
reviewing  and  correct  the  aggregated 
rciports  from  GM.S.  We  e.stimate  that 
only  50  percent  of  the  remaining 
448.850  physicians  will  review  the 
report,  which  reduces  our  universe  of 
affect(!d  physicians  to  224.425  for  year 
1.  For  year  2.  we  anticipate  that  there; 
would  he  a  further  reulnction  in  the 
numher  of  ])hysicians  choosing  to 
review  the  data  because  they  would  he 
familiar  with  the  tyj)e  of  information  on 
the  database,  so  we  reduced  the  nnmher 
of  physicnans  reviewing  by  am)ther  25 
percent,  to  108.815)  |)hysician.s.  We  also 


reduced  the  amount  of  time  it  wonld 
take  the  physicians  choosing  to  review 
the  information,  since  we  believe  they 
will  he  familiar  with  the  review, 
correction  and  disjjnte  ])roce.ss.  For 
teac:hing  hospitals,  we  know  that  about 
1.100  hos))itals  niceive  Medican;  GMli 
or  IMF  ])ayments.  all  of  which  are 
(hdined  as  teaching  hospitals  for  this 
provision.  W(!  htdievi;  that  the  vast 
majority  of  teaching  hos])itals  wonld 
have  at  least  one  financial  relationship 
with  an  ap])licahle  mannfactnrer.  so  we 
did  not  apj)ly  any  adjn.stments  to  this 
(istimate.  We  also  antici])ate  that  there 
wonld  not  he  a  reduction  in  the  numher 
of  t(;aching  hospitals  that  review  the 
information  alba’  the  first  vear  hecan.se 
teaching  hos])itals  ])rohahly  have  more; 
complex  financial  relationships. 

S(!e  the  Table  8  for  a  breakdown  of 
this  calcadation.  In  the  pro])o.sed  rule, 
we  mistakenly  omitted  dental  surgeons 
from  the  table,  so  have  added  estimates 
for  them  in  the  final  rule.  The  definition 
of  physician  at  .section  1881[r)  of  the  Act 
explicitly  includes  thcan. 


Table  3— Number  of  Physicians  by  Type 


Doctor  of  Medicine/Doctor  of  Osteopathy 

Doctor  of  Dental  Medicine  . 

Doctor  of  Podiatric  Medicine  . 

Doctor  of  Optometry  . 

Licensed  Chiropractors . 

Total  . 


Physician  type 


Number 


660,000 

155,700 

12,000 

35,000 

*35,000 


897,700 


Adjustment  for  Physicians  with  no  reports  (only  50%  had  transaction  with  industry) 
Adjustment  for  Physicians  who  do  not  review  reports  (Year  1 — reduction  by  50%)  . 
Adjustment  for  Physicians  who  do  not  review  reports  (Year  2 — reduction  by  25%)  . 


448,850 

224,425 

168,319 


*  Reduced  from  50,000  in  BLS  to  account  for  licensure. 
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VVe  nujoivcd  numerous  comments  on 
the  cost  estimations  for  physicians  and 
t(?aching  hospitals,  and  have  responded 
to  them  and  niviscul  our  cost  estimates 
accordingly. 

('.omiufml:  Several  commenters 
(piestioned  the  tiim;  and  cr)st  estimation 
for  ])hvsicians.  S])ecific;ally.  the 
commenters  stat(!d  that  the  time  allotted 
for  the  physicians  to  review  the  data  is 
too  short,  since  physicians  will  need  to 
maintain  records  in  order  to  review  the 
information  submitted  on  their  liehalf 
accurately.  Similarly,  s(!veral 
commenters  noted  that  the  current 
hourly  rate  for  the  physician  {S7.‘i)  is 
low. 

Hasponsa:  VVe  agree  with  commenters 
that  the  physicians  and  teaching 
hosjhtals  mav  need  to  maintain  ongoing 
records  of  the  activities  for  verification 
purpo.ses,  so  have  increased  the  time 
dedicated  to  the  physician  and  teaching 
hos])ital  review.  However,  we  assume 
that  mo.st  of  these  recordkeeping 
activiti(!s  will  fall  on  the  duty  of  the 
office  assistants,  hut  the  i)hysician  mav 
need  to  rm  iew  the  records.  The  hours 
of  l)ookkeej)ing  are  add(!d  in  the  revi.sed 
cost  estimation  for  ])hysician  and 
teaching  hospital  accordingly. 
Additionally,  we  agree  that  the 
|)hysician  hourlv  rate  should  he; 
increased.  The  hourly  rate  for 
physicians  in  the  final  rule  is  u])dated 
to  Si  37  per  hour,  which  is  ha.seil  on  the 
mo.st  recent  data  from  Hurean  of  Labor 
Stati.stics  (RLS). 

L’omme;?/;  A  few  comimmters 
(]uestioned  (IMvS's  cost  e.stimati;  of  10 
hours  of  comj)liance  officer  in  teaching 
lu)sj)itals.  which  state  that  teaching 
hos]3itals  will  need  more  time  to  review 
the  tran.sactions  and  maintain  records  to 
facilitate  the  review. 

Hasponse:  We  agree  with  commenters 
that  teaching  hospitals  will  likely  need 
more  time  for  their  review.  The  hospital 
comjjliance  officer’s  annual  hours  have 
been  increased  from  10  hours  to  40 
hours.  In  addition,  we  revised  tin;  co.st 
estimation  to  include  80  hours  of 
administrative  supporting  staff  at 
teaching  hospitals  to  maintain  the 
records.  The  role  of  the  com])liance 
officer  will  he  review  and  oversight, 
while  the  administrative  supporting 
staff  will  conduct  the  recordkeeping. 

In  res])onse  to  the  comments,  even 
though  there  is  no  reciuirement  for 
])hvsician  and  teaching  ho.s])itals  to 
review  the  reports  or  maintain  records 
of  interaction,  we  estimated  the  covered 
recipients  may  maintain  records  to 


facilitate  reviews.  In  the  final  rule,  we 
e.stimated  the  su])porting  staffs  such  as 
bookkeeping,  accounting,  and  auditing 
would  ])erform  the  tasks  while  the 
compliance  officer  would  over.see  the 
nn'iew  procciss. 

When  reviewing  the  information 
reported,  i)hvsicians  and  teaching 
ho.s])itals  an;  allowed  to  r(;view  the 
information  attril)nt(;d  to  them  by 
a])i)licahle  mannfactiirers  and 
applicable  (iFOs  that  suhmitted  data  to 
(;MS.  a  mnnher  of  commenters 
sugge.sted  that  physicians  and  teaching 
hospitals  would  spend  some  time 
during  the  year  maintaining  records  to 
facilitate  their  review.  In  response  to 
this  feedback,  we  added  estimates  for 
recordkeeijing  for  physicians  and 
teaching  hospitals  and  assumed  that 
supi)ort  .staff  would  })erform  these 
functions.  We  estimate  that  on  average, 
])hysicians  would  need  1  hour  annually 
to  revie\v  the  information  reported,  h'or 
])hysicians  that  choose  to  revi(;w  the 
information,  this  would  range  from  a 
few  minutes  for  i)hvsicians  with  few 
r(;lationships  with  apjilic.ahle 
manufacturers,  to  at  mo.st  10  or  20  hours 
for  the  .small  niunher  of  ])hv.sicians  who 
have  l(;ngthy  dis])nte.s  over  a  ])ayment  or 
oth(;r  transfer  of  value,  or  ownership  or 
inv(;stment  interest.  In  addition,  we  also 
e.stimated  .1  hours  annually  of 
supporting  .staff  for  each  physician  to 
hel])  them  to  maintain  r(;corils  to 
facilitate  the  review.  We  believe;  that 
teaching  ho.s])itals  will  have;  te)  review 
meere;  payme;nt.s  eer  e)tlK;r  transfers  eef 
value  anel  have;  meire  ce)mplex 
relationships,  .se;  we;  e;.stimate  that,  een 
av(;rage;.  it  would  take  a  re;pre;.sentative, 
such  as  a  compliance  e)fficer,  fre)m  ;i 
te;aching  heKSjutal  40  hours  annually  to 
r(;vie;w  the  ,suhmitte;el  elata.  ranging  from 
10  hours  for  small  te;ae:hing  heespitals 
that  receive  few  j)ayment.s  or  other 
transfer  of  value,  to  200  hours  fe)r 
te;achiug  heespitals  that  have  k;ngthy 
disputes.  In  adelitie)n,  we  alse)  e;.stimate;d 
80  iie)urs  anmmlly  e)f  aelministrative 
support  .staff  for  each  te;:ee:hing  hospital 
to  hel|)  them  maintain  their  r(;e:e)rel.s. 

The  13ure;au  eef  Leiheu'  Statistie.s 
()e:e:upatie)nal  Kmployment  Statistics 
puhli.she;.s  elata  on  he)urly  e:ompen.satie)n 
fe)r  Healthe;are;  Prae:titie)ne;rs  <mel 
Te;chnical  ()e;e:upatie)ns  in  physieaans’ 
offie;e.s.  The;  iivereige  he)eirly  r.ite  tor 
l)hvsie;i;ms  and  surge;e)n.s  is  ,$103.32,“ 
whic;h  ri.ses  to  $137  with  33-pe;re:e;nt 
fringe  benefits.  This  average;  inclueles 
phv,sie:ians,  who  ace:e)eint  fe)r  aheent  half 
e)f  the  emple)ynu;nt  in  this  e;ate;ge)rv.  In 


the;  j)re)pe).se;el  rule,  we  nseel  an  e;.stimate 
feer  the  hourly  wage  that  inclueleel  e)ther 
j)re)viele;r  tyj)e;s.  hut  having  re;e:eive;d 
nume;re)eis  e:e)mment.s  that  the  re;.sulting 
wage  was  te)e)  le)w.  we  incre;a.seel  the; 
e;.stimate;  feer  this  final  RIA.  The;  ave;riege 
he)urly  rate  fe)r  the;  suppeerting  steiff  is 
.$1 0.3.1  which  ri.se;s  te;  ,$21.7.1  with  33 
|)e;re:e;nt  fringe;  l)e;ne;fits.  The;  te)tid 
numl)e;r  e)f  heeurs  lor  physiediins 
(inedneling  snpjjeerting  staffs  in 
physieaan  office;s)  weeulel  he;  1,340,110 
(224,421  X  0  he)urs)  fe)r  year  1  and 
717,430  he)ur.s  (108.319  X  4.1  heenrs)  for 
ye;ar  2.  whiedi  averages  to  913,807  hours 
annually  for  the  first  3  years.  The  total 
estimateel  co.st  for  the  review  anel 
correction  j)e;rie)el  for  physicians  anel  the; 
suppe)rting  staffs  in  year  1  is 
,$11,112,444.  For  year  2  anel  annually 
thereafte;r.  the  estimateel  co.st  for 
jjhvsician  anel  supj)e)rting  staffs  to 
cejiiduct  review  anel  e:e)rree:tie)n  is 
$31,023,210.  Fe)r  the  fir.st  3  ye;ar,s,  the 
average;  ce).st  fe)r  :ill  physieaans  re;vie;w 
and  ce)rre;e:tie)n  will  he;  .$39,000,314 
annually. 

Fe)r  te;ae;hing  he)sj)ital.s,  eis  e;xplaine;el, 
we;  expe;e:t  a  e;ompliane:e;  e)ffice;r  te) 
review  the  pciyme;nt.s  anel  e)the;r  transfers 
e)f  veilne  with  supporting  staff  te) 
imiintain  any  ne;e:essary  re;e:e)rel.s.  .Since; 
this  review  ce)ulel  he;  eleene  by  e;m])le)ye;e;s 
with  multiple;  title;s,  we;  nseel  the;  13ure;im 
e)f  Labor  ,Statistie:.s  ()e:cupatie)nal 
Lm])le)yme;nt  .Statistie;s  reporteel 
e:e)mpe;nsatie)n  feer  Management 
Qe:eaipation.s  at  CIe;ne;ral  Me;elie:al  anel 
,Surgie:al  He).spital.s  in  2010.  'Lhe  hourly 
average  rate  for  e:e)mj)liance  e)ffice;r  in 
he)spitals  is  $32.94  or  ,$43.81  when 
fringe  benefit  costs  are  a])plied.  The 
average  hourly  rate  for  the  suppe)rting 
staff  in  a  teaching  hospital  is  $10.22 
which  rises  to  $21.17  with  33  ])ercent 
fringe  benefits.  For  year  1.  the  total 
numbe;r  of  hours  woulel  he;  132,000 
(1,100  X  120  hours).  For  year  2  this 
would  de)cre;a.se  to  99.000  hours  (1,100 
X  90  he)urs).  Fe)r  the  first  3  ye;ar.s,  the 
average  numher  e)f  he)ur.s  for  teaching 
he).spitals  will  he  110.000  annually.  'I’he 
total  estimateel  ce)st  fe)r  the  re;vi(;w  anel 
ce)rre;e:tie)n  ])eriod  fe)r  te;ae:hing  he).spitals 
is  $3,821,800  for  ye;ar  1  anel  $2,809,310 
fe)r  ye;ar  2  anel  annuallv  the;re;afte;r.  On 
average,  the;  ceest  fe)r  idl  te;ae;hing 
he),s])ital.s  will  he  $3,188,107  anniudly 
lor  the;  first  3  ye;cir.s. 

We  ne)te  that  Tables  4A  anel  413 
ceentain  re;vised  ceest  e;.stimate;s.  The 
e)riginal  ceest  e;.stimate;.s  were;  ine;lueleel  in 
the  prope)se;el  ride  (70  FR  78742). 


"  blip:/ /\\\\\v.hl>i."m-/oos/cimvnt/ 
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Table  4A — Year  1  Estimated  Costs  for  Physicians  and  Teaching  Hospitals 


Estimated  num¬ 
ber  of  entities 
reviewing 

Estimated  hours 
for  review 

Hourly  rate 

Average  total 
cost  per  entity 

Total  cost 

Physicians  . 

224,425 

1.00 

$137 

$30,746,225 

Physicians  Support  staffs  . 

224,425 

5.00 

22 

24,406,219 

Compliance  officer,  Teaching  Hospitals  . 

Administrative  supporting  staffs  in  teaching 

1,100 

40.00 

44 

1,927,640 

Hospitals  . 

1,100 

80.00 

22 

1,726 

1,898,160 

Total  . 

58,978,244 

Table  4B— Year  2  and  Subseouent  Year  Estimated  Costs  for  Physicians  and  Teaching  Hospitals 

[Annual] 


Estimated  num¬ 
ber  of  entities 
reviewing 

Estimated  hours 
for  review 

Hourly  rate 

Average  total 
cost  per  entity 

Total  cost 

Physicians  . 

168,319 

0.75 

$137 

$103 

$17,294,751 

Physicians  Support  staffs  . 

168,319 

3.75 

22 

82 

13,728,498 

Compliance  officer.  Teaching  Hospitals  . 

1,100 

30.00 

44 

1,314 

1,445,730 

Administrative  supporting  staffs  in  teaching 
Hospitals  . 

1,100 

60.00 

22 

1,294 

1,423,620 

Total  . 

33,892,600 

For  juii'iioses  of  analysis,  we  also 
include  e.stiinates  of  the  infrastructure 
costs  for  physicians  and  teaching 
liosjiitals.  wliicli  may  need  to  purchase 


and  maintain  eipiijinumt  for  internal  will  he  the  .same  as  those  for  (IPOs,  f’or 
tracking  i)ur])ose.s.  VVe  assume  that  the  jiliysicians.  we  assume  a  total  cost  of  $2 
comhiniul  infrastructure  and  million  in  the  first  year,  and  10  percent 

maintenance  co.sts  for  teaching  hos|)itals  theniafter. 


Table  5A— Year  1  Estimated  Infrastructure  Costs  for  Physicians  and  Teaching  Hospitals 


Number 

Annual  cost 

Total  cost 

Physicians  . 

224,425 

1,100 

$2,000,000 

2,200,000 

Teaching  Hospitals  . 

2,000 

Total  . 

4,200,000 

Table  5B— Year  2  and  Subseouent  Year  Estimated  Infrastructure  Costs  for  Physicians  and  Teaching 

Hospitals 


Number 

Annual  cost 

Total  cost 

Physicians  . 

168,319 

1,100 

$200,000 

220,000 

Teaching  Hospitals  . 

Total  . 

$200 

420,000 

8.  Effects  of  Third  Parties 

We  akso  received  some  comments  on 
including  estimates  for  entities  that 
wen;  not  included  in  the  ])roposi;d  rule. 
We  have  provided  the  comment,  as  well 
as  our  response. 

(A)mnwnl:  Many  commenters 
suggested  that  the  co.sts  of 
r(;cor(lkeeping  for  third  parties,  such  as 
contract  re.search  organizations  or 
professional  associations  that  receive 
indirect  payments  or  other  transfers  of 
value,  should  he  included  in  the  cost 
(;.stimation. 


liasponsH:  In  the  final  rule,  we  have 
clarified  the  re(|uirements  for  third 
jiarties  which  rec(;ived  payments  at  the 
r(;(piest  of,  or  on  hehalf  of,  covi;red 
recipients  (t?  4()8.‘K)4(c)(l())).  as  well  as 
the  r(;(iuir(;ments  for  third  parties  which 
receive  and  make  indirect  payments  to 
covered  recipients  (§4()8.n()4(i)(l)).  We 
believe  these  revisions  will  help  clarify 
and  minimize  any  reporting 
requirements  that  third  parties  viewed 
as  burdensome  to  them,  hut  we 
maintain  that  the  r(;(piirements  in 
.section  1128(1  of  (he  Act  do  not  impo.se 
significant  burden  on  third  jjarties. 


since  they  are  neither  recpiired  to  rejiort 
nor  review.  However,  we  recognize  that 
some  business  models  may  recpiire  third 
[larties  to  reiiort  recipients  of  ])ayments 
hack  to  a])])lical)le  manufacturers,  so  we 
have  included  in  the  final  rule  estimates 
on  the  burden  for  third  parties.  We 
estimati;  that  .'58  third  jiarties  will  incur 
co.sts  under  this  final  rule.  We  assume 
that  th(;r(;  will  hi;  significantly  fewer 
third  jiarties  than  applicable 
manufacturers  affec.ted  hv  these 
jirovisions.  so  we  reduced  the  numher 
of  applicable  manufacturers  hv  9.1 
percent  to  obtain  the  number  of  third 
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parties  as  .'i  jjereent  the  iuunl)er  of 
a])])li(:al)le  manufactunas.  Given  the 
range  of  entities  that  c:oul(l  l)e  third 
l)arties,  we  htdieve  it  is  difficnlt  to 
estimate  the  hourly  rate  for  these 
entities.  VVe  assume  that  tin;  role  will  he 
similar  to  that  of  comjjliance  officers  in 
applicahle  manufacturers  and 
ajiplicahle  GPOs,  since  it  may  re(juir(! 
them  to  track  similar  relationships. 
Therefore,  we  e.stimate  the  hourly  rate 
for  third  jiarties  will  he  .S47..'i.'5  (,$35.75, 


])lus  a  33  ])ercent  increa.se  for  fringe 
benefits),  which  is  the  same  hourly  rate 
de.scrihed  in  section  IV.C.l.  the  final 
ruh;  for  a  com])liance  officer  at  an 
applicahle  manufacturer  or  ai)])licahle 
GPO.  As  de.scrih(!d,  we  do  not  believe 
these  nujuirements  set  signific:ant 
burden  on  third  parties,  since  they  are 
neither  retjuired  to  report  nor  review. 
We  estimate  that  third  parties  may  need 
to  si)end  40  hours  in  ytiar  1  on  tasks  that 
are  associated  with  the  re])orting 


recpurements.  Similarly  to  other 
estimates,  we  decreased  this  estimate  hv 
25  jjercent  in  year  2  (for  a  total  of  30 
hours)  to  account  for  increa.sed 
familiarity  with  the  systems.  In  total, 
third  parties  will  dtulicate  2.320  hours 
in  year  1  and  1.740  hours  in  ytnir  2  with 
a  total  cost  of  .$110,310  in  year  1  and 
.$82,737  in  vear  2. 

In  summary,  the  first  year  and 
suh.scKiuent  year  annual  costs  are 
pre.sented  in  the  following  tables. 


Table  6A— Total  Year  1  Estimated  Costs 


Labor  costs 
($) 

Infrastructure 

costs 

($) 

Total  cost 
(S) 

Applicable  Manufacturers  . 

Applicable  GPOs  . 

Third-Parties  . 

183,119,560 

9,917,544 

110,316 

55,152,444 

3,825,800 

11,500,000 

840,000 

194,619,560 

10,757,544 

110,316 

57,152,444 

6,025,800 

Physicians  . 

Teaching  Hospitals  . 

2,000,000 

2,200,000 

Total  . 

252,125,664 

16,540,000 

268,665,664 

Table  6B— Total  Costs,  Year  2,  and  Subsequent  Years 

[Annual] 


Labor  costs 
($) 

Infrastructure 

costs 

(S) 

Total  cost 
(S) 

Applicable  Manufacturers  . 

Applicable  GPOs  . 

Third-Party  Recordkeeping  . 

137,339,670 
7,438,158 
82,737 
31 ,023,250 
2,869,350 

1,150,000 

84,000 

138,489,670 
7,522,158 
82,737 
31 ,223,250 
3,089,350 

Physicians  . 

Teaching  Hospitals  . 

Total  . 

200,000 

220,000 

178,753,165 

1,654,000 

180,407,165 

4.  Effects  on  the  Medicare.  Medicaid, 
and  CHIP 

Although  the  Department  projjoses  to 
administer  this  j)rogram  through  the 
CM.S,  the  final  rule  would  have  no 
direct  effects  on  the  Medicare, 

Medicaid,  and  CHIP.  Reporting  is 
recpured  for  physicians  and  teaching 
hosjhtals  regardless  of  their  association 
with  Medicare.  Medicaid,  or  CHIP. 
Manufacturers  are  identified  by  whether 
the  comjjany  has  a  ])roduct  eligible  for 
])ayment  by  Medicare,  Medicaid  or 
CHIP,  hut  this  does  not  affect  whether 
or  not  the  product  may  he  covered 
under  titles  XVlIl,  XIX.  or  XXI  of  the 
Act.  VVe  will  incur  some  costs  in 
administering  the  ])rogram.  However,  as 
nuiuired  by  .statute,  we  will  he  able  to 
use  any  funds  c:ollect(Hl  from  the  (iMPs 
assessed  undm'  this  rule  to  sui^port  the 
program,  decreasing  the  agency  funding 
nujuired. 

5.  benefits 

We  outlined  numerous  benefits  in  the 
propo.sed  rule  and  received  numerous 


comments  supj)orting  these  benefits.  We 
appreciate  the.se  comments. 
(Collaboration  among  j)hysicians, 
teaching  hos]iitals,  and  industry 
manufacturers  can  contribute  to  the 
design  and  delivery  of  life-.saving  drugs 
and  devices.  While  collaboration  is 
beneficial  to  the  continued  innovation 
and  improvement  of  our  health  care 
system,  some  payments  from 
manufacturers  to  physicians  and 
teaching  hosj)itals  c:an  introduce 
conflicts  of  intere.sts  that  mav  influence 
res(;arch,  education,  and  clinical 
decision-making  in  ways  that 
compromise  clinical  integrity  and 
patient  care,  and  lead  to  increased 
program  costs.  It  is  important  to 
understand  the  extent  and  nature  of 
relationships  between  phvsicians. 
teaching  hos])itals,  and  industry 
manufacturers  through  increa.sed 
transparency,  and  to  i)ermit  |)atients  to 
make  better  informed  decisions  when 
choosing  health  care  ])rofe.s.sional.s  and 
making  treatment  decisions. 
Additionally,  it  is  imj)ortant  to  develop 


a  system  that  encourages  con.structive 
collaboration,  while  akso  di.scouraging 
relation.shi]).s  that  threaten  the 
underlying  integrity  of  the  health  care 
system. 

Both  the  Institute  of  Medicine  and 
other  experts,  such  as  MedPAG,.  have 
noted  the  recent  increa.ses  in  both  the 
amount  and  .scope  of  industry 
involvement  in  medical  research, 
education,  and  clinical  j)ractice  has  led 
to  considerable  .scrutiny  and 
recommended  enhanced  disclosure  and 
tran.s])arency  to  discourage  the 
inappro])riate  use  of  financial  incentives 
and  le.ssen  the  risk  of  such  incentives 
interfering  with  medical  judgment  and 
patient  care.  We  recognize  that 
disclosure  is  not  sufficient  to 
differentiate  beneficial.  legitimate 
financial  relationships  from  tho.se  that 
create  a  conflict  of  interest  or  are 
otherwise  imjiroper.  However, 
transparency  can  shed  light  on  the 
nature  and  extent  of  relationships,  and 
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di.seourage  inapprtjpriate  eonflicls  of 
interest.” 

We  have  no  empirical  basis  lor 
estimating  the  fretiuency  o(  such 
))rot)lems.  the  likidihood  that 
transparent  reporting  will  reduce  them, 
or  the  lik(!ly  resulting  effects  on 
reducing  the  co.sts  of  medical  care. 
Although  a  few  States  do  have  similar 
reporting  recpiin'inents,  detcMinining  the 
hmiefits  based  on  their  ex])eriences  is 
difficult.  Transparencv  does  not  identify 
which  relationships  are  conflicts  of 
interests  or  whether  public  reporting 
dissuaded  a  relationshi])  from  forming, 
making  it  difncult  to  assess  the  himefits 
of  public  reporting.  We  plan  to  continue 
considering  methods  to  use  the  data 
collected  to  identify  any  changes  in 
these  relation.ships  as  a  residt  of  public 
rej)orting.  However,  we  observe,  that  the 
costs  for  prej)aring  reports  are  small  in 
relation  to  the  size;  of  the  affected 
industry  .siictors. 

Finally,  section  1128(l(d)(3)  of  the  Act 
|)reemj)ts  State  laws  recpiiring  the 
reporting  of  the  same  type  of 
information  as  retiuired  hv  .section 
1128(i(a)  of  the  Act.  Ap])licahle 
manufacturers  and  applicable  (d’Os 
subject  to  .State  re(iuirements  would  not 
have  to  comply  with  multiph!  .State 
i(!(iuirements.  and  instead  would  onlv 
have  to  comj)ly  with  a  single  luideral 
recjuinanent  with  regard  to  the  tvpes  of 
information  reepiin'd  to  lx;  reported 
under  1  128(i(a)  of  the  Act.  This  benefits 
applicable  manufacturers  and 
ap])licahle  (dT)s  by  allowing  them  to 
comply  with  a  single  .set  of  reporting 
r(!(iuirements  for  this  information, 
les.sening  the  jjotential  for  multi])le. 
conflicting  .State  recpiirements.  This 
benefit  mav  also  lead  to  potential  cost- 
savings.  since  a  single  reporting  system 
for  reporting  this  information  is  less 
burdensome  than  multiple  programs. 

D.  Altanidlh  fis  Considdidcl 

Re])orting  under  section  112ttfl  of  the 
Act  is  reejuired  by  law.  which  limits  the 
other  ])olicy  options  available.  .Section 
1128(]  of  the  Act  encourages 
transi)arency  of  financial  relationships 
between  physicians  and  teaching 
hosj)itals.  and  the  pharmaceutical  and 
device  industry.  Although,  many  of 
the.s(!  relationshij)s  are  htmeficial.  close 
ndationshijis  between  manufacturers 
and  pre.scrihing  ])roviders  can  lead  to 
conliicts  of  interests  that  may  affect 
clinical  decision-making.  Increas(;d 
transparency  ofthe.se  relationships  tries 
to  discourage  ina])])ropriate 
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relationships,  while  maintaining  the 
Inmeficial  relationships.  Fuhlic 
reporting  and  publication  is  tin;  oidy 
statutorily  ])ermi.ssihle  option  for 
obtaining  this  transparency  and 
achieving  the  intemtions  oi  this 
provision.  In  d(!V(;loj)ing  this  final  rul(!, 
we  tried  to  minimize  the  burden  on 
reporting  entities  by  trving  to  simjdifv 
the  reporting  recpiirements  as  much  as 
])e).s.sil)le  within  the  statutory 
re(|uirements  and  in  mspon.se  to  public 
comment. 

The  statute  is  pre.scaiptive  as  to  the 
types  of  information  recpiired  to  lx; 
re])f)rted.  and  the  ways  in  which  it  is 
reejuired  to  he  reported;  however 
wherever  possible  we  tried  to  allow 
flexibility  in  the  reporting  requirements. 
For  exam|)le,  w(!  note  the  following: 

•  We  did  not  reejuire  the  submission 
of  an  assumptions  document  for  nature 
of  payment  categories,  hut  allow 
aj)plicahle  manufacturers  and 
aj)|)licahle  CFOs  to  submit  this 
voluntarilv. 

•  The  .Secretary  is  allowed  di.scretion 
to  re(|uire  the  reporting  of  additional 
information,  hut  w(!  tried  to  u.se  this 
(liscndion  as  sjjaringly  as  po.ssihle,  in 
large  part  because  of  the  strong  desin; 
expressixi  by  stakeholders  that  we  not 
expand  reporting  categori(!.s.  For 
example,  we  considered  asking 
applicable  manufac;turers  and 
applicable  (IFOs  to  report  the  method  of 
j)referred  communication  and  email 
address  for  physicians  and  teaching 
hospitals  with  which  they  have 
relation.ships.  hut  ha.sed  on  the 
comments  that  this  would  lx; 
hurdensome,  we  did  not  finalize  it.  In 
order  to  reduce  the  hurd(;n  further.  w(; 
could  have  not  addetl  any  additional 
reporting  categories  (such  as  reciuiring 
.State  professional  licen.se  number  or 
NDC  (if  any)):  however,  we  believe  that 
all  the  additional  reporting  elements  are 
necessary  for  the  successful 
administration  of  the  ])rogram  and  have 
tried  to  ])rovide  sufficient  exjilanation  of 
each  decision. 

•  We  limitt;d  the  definition  of 
covered  drug,  device,  biological,  and 
medical  sui)ply  to  r(;duce  the  numher  of 
entities  me(;iing  the  definition  of 
applicahh;  manufacturer  and  a])]jlicahle 
(IFO.  We  propo.sed  limiting  covered 
drugs  and  hiologicals  to  those  that 
recpiin;  a  pn;.scription  to  lx;  disp(;n.sed 
and  limiting  covered  devices  (inc:luding 
medical  .su])j)lie.s  that  are  d(;vices)  to 
those  that  r(;(iuir(;  premarket  ai)|)roval 
by  or  notification  to  the  FDA.  The 
comments  strongly  .su|)port(;d  the.se 
limitations,  so  we  have  finalized  them 
in  the  final  rule. 

•  In  the  projjo.sed  ride,  we  defined 
“common  ownership”  as  covering  any 


own(;rshij)  jiortion  of  two  or  inori; 
entities,  hut  are  finalizing  an  alti;rnate 
interpr(;tation  that  would  limit  the 
common  own(;r.shi])  definition  to 
circumstances  where  the  same 
individual,  individuals,  entitv,  or 
entiti(;.s  own  .'3  percent  or  more  of  total 
ownership  in  two  or  mon;  i;ntitie.s. 
Additionallv.  we  provided  further 
guidance  on  the  jihra.se  “a.ssi.stance  and 
support"  in  order  to  limit  tin;  numher  of 
entities  under  common  ownershi]) 
r(;porting.  We  could  have  (;mployed  a 
highi;r  threshold  of  common  ownership 
to  further  lower  the  hurd(;n;  however,  as 
explained  in  section  ll.B.  1  .a.(8).  of  this 
final  rule,  we  believe  that  .5  percent  is 
a  standard  threshold. 

•  In  tin;  projxised  rule,  we  considered 
whether  we  should  require  that 
applicable  manufacturers  report  another 
uniiiue  identifier,  such  as  .State  license 
numlx;r,  for  physicians  who  are 
identified  hut  ilo  not  have  an  NFl.  .Such 
an  approach  would  provide  additional 
information  hv  which  to  cross-reference 
jiliysicians  who  do  not  have  an  NFl.  hut 
the  ap])roach  could  also  cause  confusion 
if  the  additional  information  is  not 
ca])tured  in  a  consistent  manner.  We 
rec(;ivi;d  numerous  comments  on  this 
provision  and  finaliz(;d  the  reporting  of 
.State  proiessional  license  numher  for  all 
])hysician  covered  recipi(;nt.s.  The 
comments  and  rationale  for  this 
decision  is  discu.ssed  in  .section 
ll.B.l.d.(l)  of  the  ])reamhle  to  this  final 
ruh;. 

•  'flu;  (longress  gave  the  .Secretary 
authority  to  d(;fine  a  CJFO  and  also 
specified  that  .such  organizations  would 
include  organizations  that  juirchase 
covered  drugs,  devices,  hiologicals.  and 
medical  supplies,  as  well  as 
organizations  that  arrange  for  or 
negotiate  the  inirchase  of  covered  drugs, 
devices,  hiologicals,  and  medical 
supplies.  Therefore,  we  interpret  the 
statute  to  encomjiass  entities  that 
])urcha.se  covered  drugs,  devices, 
liiological,  and  medical  .su])])lie.s  for 
re.sale  or  distribution  to  groiqis  of 
individuals  or  entiti(;.s.  This  would 
include  physician  owned  distributors 
(FODs)  of  covered  drugs,  devices, 
biological,  and  medical  supplies.  We 
receiv(;d  numerous  comments  on  this 
propo.sal  and  finalized  the  definition  as 
])roposed  (.see  section  11. B. 2. a. (2).  of  the 
preamhh;  of  this  final  rule). 

•  We  also  finalized  limitations  that 
will  r(;duci;  the  re])orting  requirements 
for  apjilicahle  manufacturers  that  only 
manufacture  a  few  cover(;d  jiroducts. 
A])plicahl(;  manufacturers  with  less  than 
10  p(;rcent  of  revenues  from  covered 
products  do  not  need  to  rejiort  all 
jiayments  or  other  transfers  of  value  as 
j)ro])o.s(;d.  This  will  greatly  reduce  the 
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burden  of  re])orting  for  those  entities, 
allowing  them  greater  flexihilitv.  We 
could  have  lowtaed  the  hnrdcai  hv 
including  additional  limitations  to 
re])orting  by  certain  applicable 
manufacturers,  hut  hcdieve  that  the 
statute  did  not  ])rovide  much  flexihilitv 
to  do  so. 

•  \V(;  have  finalized,  as  nuinired  hv 
statute,  a  45-day  review  period  during 
which  a])])lical)le  manufacturers  and 
CFOs,  covered  reci])ients,  and  ])hysician 
owners  or  investors  can  review  the  data 
before  it  is  made  available  to  the  ])uhlic. 
In  response  to  the  comments,  we  have 
considered  the  best  methods  to 
administer  this  review,  as  well  as  any 
disjjute  resolution  ])rocesses.  We  have 


finalized  a  dis])nte  resolution  system 
which  will  allow  covered  recijiients  and 
])hvsician  owners  or  investors  to  more 
(!asily  review  the  information  submitted 
on  their  behalf  and  a  more  .streamline 
))rocess  to  initiate  disputes,  as 
nec(!s.sarv. 

Finally,  it  is  imi)ortant  to  evaluate;  and 
monitor  if  the  changes  reflected  in  this 
rule  achieve  the  goal  of  improving 
trans])arency  and  accountability 
between  health  can;  ])roviders  and  drug 
manufacturers.  We  will  evaluate  over 
time,  and  (;ncourage  others  to  evaluate, 
the  effects  of  this  rule  on  Medicaid 
enrollment,  on  Federal,  State,  and 
enrollee  costs,  and  on  health  outcxnnes. 

Table  7— Accounting  Statement 


E.  Accounting  Statement 

The  Office  of  Management  and 
Budget,  in  Circular  A-4,  reciuires  an 
accounting  Statem(;nt  for  rules  with 
significant  economic  impacts.  The  table 
that  follows  .shows  the  estimated  costs 
annualized  over  a  lO-year  period.  The 
(;stimat(;d  costs  an;  ,$285)  million  in  vear 
1  and  $180  million  in  year  2.  We 
assume  that  future  outlav  costs  mav  hi; 
similar  to  those  co.sts  experienced  in 
year  2.  We  envision  that  the  number  of 
financial  relationshi])s  reiiuired  to  be 
reported  will  r(;main  similar,  so  the  co.st 
of  reporting  the  information  will  not 
change  significantly. 


Category 

Primary  estimate 

Year  dollars 

Discount  rate 
(percent) 

Period  covered 

Annualized  Monetized  Costs  . 

$192 

2011 

7 

2013-2022 

190 

2011 

3 

2013-2022 

Benefits 


Public  reporting  of  the  extent  and  nature  of  relationships  between 
physicians,  teaching  hospitals,  and  industry  manufacturers  through 
increased  transparency  will  permit  patients  to  make  better  informed 
decisions  when  choosing  health  care  professionals  and  making  treatment 
decisions,  and  deter  inappropriate  financial  relationships. 


E.  (ioncinsions 

.Suction  1128(1  of  tin;  Act  r(;(iuirus 
ajiplicahh;  manufactururs  to  r(;|)ort 
annually  to  CM.S  curtain  ])aymunts  or 
transfurs  of  value;  providuil  to 
physicians  or  teaching  hosj)itals.  In 
addition,  applicable  (IPOs  are  rurjnirud 
to  report  annually  certain  physician 
ownership  interests.  We  estimate  that 
the  imjiact  of  these  reporting 
re(|uirements  will  be  about  .$285)  million 
for  the  fir.st  year  of  reporting,  and  $180 
million  for  the  second  year  and 
annually  thereafter.  As  we  have 
indicated  throughout,  these  are  rough 
estimates  and  subject  to  considerable 
uncertainty.  Better  estimates  might  well 
Im;  25  percent  higher  or  lower. 
Nonetheless,  we  believe  that  the  public 
comment  ])eriod  offers  an  excellent 
opportunity  for  all  stakeholders  to 
consider  alternatives  and  to  jiresent 
{|uantitative  or  cjualitative  information 
that  will  enable  us  to  both  improve  the 
effectiveness  and  lower  the  costs  of  the 
final  rule.  Therefon;,  we  solicited 
comment  on  the  analvsis  and 
assumptions  jjrovided  throughout  this 
j)reamhle  and  in  the  alternatives  section 
of  the  regulatory  im])act  analysis  in 
particular. 

Many  of  the  comments  received 
discuss  our  a.s.sum])tions  for  the  costs  of 
collecting  this  information.  B(;cau.se  this 
rule  involves  the  collection  of  data,  the 


vast  majority  of  the  financial  impact  is 
includ(;d  in  the  collection  of 
informat  ion  ri;(|uir(;ments.  Therefon; 
earlier  in  the  preamble  of  this  final  rule, 
we  summariz(;  and  respond  to  the 
comm(;nts  regarding  our  cost 
a.ssumptions. 

In  accordance  with  the  ])rovisions  of 
Executiv;;  Order  12888,  this  regulation 
was  n;viewed  hv  tlu;  Office;  of 
Management  and  Budg(;t. 

List  of  Subjects 

42  CEfi  Part  402 

Admini.strative  practice  and 
])rocedure,  Medicaid.  Medicare, 
Penalties. 

42  CEB  Part  403 

Grant  programs-health.  Health 
insurance.  Hospitals,  Intergovernmental 
relations.  Medicare,  Re])orting  and 
recordkeeping  reejuirements. 

For  the;  reasons  set  forth  in  the 
pr(;amhle,  the  Centers  for  Medicare 
Medicaid  .Services  amends  42  CFR 
chapter  IV  as  set  forth  h(;low: 

PART  402— CIVIL  MONEY  PENALTIES, 
ASSESSMENTS,  AND  EXCLUSIONS 

Subpart  A — General  Provisions 

■  1 .  T’he  authority  citation  for  j)art  402 
continues  to  read  as  follows: 


Authority:  .St;(:s.  1 102  and  1871  of  tlu; 

Social  .S(;(:m'ilv  Acl  (42  II. .S. (I.  l.'!02  and 
i:55).5hh). 

■  2.  .Section  402.1  is  amended  as 
follows: 

■  A.  In  ])aragraph  (c)  introductory  text, 
by  removing  the  reference  "(cKTl)”  and 
adding  the  reference  “(c)(34)'’  in  its 
place. 

■  B.  Adding  a  new  paragraph  (c)(34). 

The  addition  reails  as  follows: 

§  402.1  Basis  and  scope. 

***** 

(c)  *  *  * 

(34)  .Section  1128(1  (h)  (1)  and  (2)— 

Any  applicable  manufacturer  or 
a])plical)le  group  purchasing 
organization  that  fails  to  timelv, 
accurately,  or  completely  report  a 
payment  or  other  transfer  of  value  or  an 
ownership  or  investment  intere.st  to 
CM.S,  as  retiuired  under  jtart  403, 
suh])art  I.  of  this  chapter. 
***** 

■  3.  .Section  402.105  is  amended  as 
follows: 

■  A.  In  paragraj)!!  (a),  by  r(;movingthe 
reference  to  “paragraphs  (h)  through  (g)” 
and  adding  the  reference  “paragraphs 
(h)  through  (h)"  in  its  place. 

■  B.  Adding  paragrajihs  (d)(5)  and  (h). 
The  additions  read  as  follows: 

§  402.1 05  Amount  of  penalty. 

***** 
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(d)  *  *  * 

(.'))  CMS  or  OIC  may  impose  a  pinialty 
of  not  more  tliaii  Si 0, ()()()  idr  each 
failure  of  an  ap|)li(:al)le  manufacturer  or 
an  ap])lical)le  group  |)urchasiug 
organization  to  report  timely, 
accurately,  or  completely  a  paynnait  or 
oth(!r  transfer  of  value  or  an  ownership 
or  investment  interest  402.1  (c)(.34)). 
The  total  penalty  impo.sed  with  nispect 
to  failures  to  report  in  an  annual 
submission  of  information  will  not 
exceed  SI  .'iO.OOO. 

***** 

(h)  SI 00. ()()().  CMS  or  OIC  may  impose 
a  i)enalty  of  not  inon;  than  Slt)0.()()()  for 
each  knowing  failure  of  an  ajjjjlicahle 
manufacturer  or  an  applicable  group 
purchasing  organization  to  report 
timely,  accurately  or  com])letely  a 
payment  t)r  other  transfer  of  value  or  an 
ownership  or  investment  intcaest 
(§  402.1  (c)(34)).  The  total  jjenalty 
imj)os(!d  with  respect  to  knowing 
failures  to  report  in  an  annual 
suhmi.ssion  of  information  will  not 
exc(;ed  Si  .000, OOO. 

PART  403— SPECIAL  PROGRAMS  AND 
PROJECTS 

■  4.  rhe  authority  citation  for  ])art  403 
continues  to  read  as  follows; 

Aulliurily:  Secs.  1102  and  1871  oftlu! 
.Social  .S(!ciiiilv  Act  (42  tI..S.(;.  i;i02  and 
13<)."jldi). 

■  .S.  A  new  suhpart  1  is  added  to  part 
403  to  read  as  follows: 

Subpart  I — Transparency  Reports  and 
Reporting  of  Physician  Ownership  or 
Investment  Interests 
.S(!c:. 

403. UOO  l’ur])()S(!  and  scope. 

403.002  Didinitions. 

403.004  K(;porls  of  payments  or  otluir 
transicsrs  of  value;. 

403.001)  Reports  of  ])livsic.ian  own(;rslnp 
and  invi;.slinenl  int(;resls. 

403.008  l’roc«;dures  for  electronic 
submission  of  reports. 

403.010  Delayed  i)nl)licalion  for  |)a\-ments 
made;  imd(;r  |)roducl  r(;s(;arcli  or 
d(;vt;lo])m(;nl  agre(;mc;nls  and  clinical 
inv(;sligalions. 

403.012  P(;nalli(;s  for  failure  to  r(;])orl. 
403.014  Pr(;emplion  of  .State;  laws. 

Subpart  I — Transparency  Reports  and 
Reporting  of  Physician  Ownership  or 
Investment  Interests 

§403.900  Purpose  and  scope. 

I'lu!  n;gulatie)us  in  this  suhjiart 
impl(;m(;nt  suctiun  1128(i  of  the;  Act. 
rhc.so  rogulatieins  a|)ply  to  applicable 
manufactun;rs  and  applicable;  group 
jmrehasing  organizations  and  eloscrihe; 
the;  r(;(]uir(;m(:nts  and  proc(;dur(;s  for 
applicable;  manufae;tnre;rs  te;  re;i)ort 
payme;nts  e)r  e)the;r  transfe;rs  e)f  value; 


pre)viele;el  te;  e:e)ve;re;el  re;e:i))ie;nts,  as  we;ll 
as  fe)r  applie;ahle;  manidae:ture;rs  ami 
applie:ahle;  greiup  |)ure;hasing 
eirganizations  to  re;port  e)wne;rship  eer 
inve;slme;nt  inte;re;.sts  he;lel  by  phvsieaans 
or  imuu;eiiate;  family  me;mhe;rs  e)f 
l)hvsicians  in  such  e;ntitie;s. 

§403.902  Definitions. 

For  ])urpo.se;s  e)f  this  sul)|)arl.  the; 
fe)lle)wing  ele;finitions  apply: 

ApplicuhU;  <>roiip  purchasing 
organi/.alion  me;ans  an  e;ntity  that: 

(1)  ()i)e;rat(;s  in  the;  l)nite;el  .State;s;  anel 

(2)  Fure:hase;s,  arrange;s  feir  or 
ne;gotiate;s  the;  purchase;  of  a  e:e)ve;re;el 
elrug,  ele;vie:e;,  hie)le)gie:al.  eir  me;elie:al 
supply  fe)r  a  gre)up  of  iuelivieluals  or 
e;ntitie;s,  hut  ne)t  .sole;ly  fe)r  use;  hv  the; 
e;ntity  itse;lf. 

Api)li(:al)lc  nianiifacturcr  me;ans  an 
e;ntity  that  is  ope;rating  in  the;  llnite;el 
,State;s  anel  that  falls  within  e)ne;  e)f  the; 
fe)lle)wing  e;ate;gorie;s: 

(1)  An  e;ntity  that  is  e;ngage;el  in  the; 
pre)elue;tie)n.  i)re;]iaratie)n.  propagatie)n. 
e:om])ouneling.  or  e;e)nve;rsie)n  e)f  a 
e;e)ve;re;el  elrug,  ele;vie:e;,  hiole)gie:al,  or 
me;elie:al  suiiiily,  hut  ne)t  if  sue:h  e:ove;re;el 
elrug.  ele;vie:e;,  hie)le)gie:al  e)r  me;elie:al 
supplv  is  sole;lv  fe)r  u.se;  hv  or  within  the; 
e;ntitv  it.se;lf  eir  hv  the;  e;ntitv’s  eewn 
])atie;nts.  'Phis  ele;finitie)n  eloe;s  ne)l 
ine:luele;  elistril)ute)rs  eer  whole;.sale;rs 
(ine:iueling.  hnt  ne)t  limite;cl  te;, 
re;pae:kage;rs.  re;lal)e;le;rs,  anel  kit 
asse;ml)le;rs)  that  elo  neil  heilel  title;  te;  any 
e:ove;re;el  elrug,  ele;vie:e;,  hiole)gie;al  eir 
me;elie;al  su|)|)ly. 

(2)  An  e;ntity  unele;r  eiommeni 
e)wne;rshi])  with  an  e;ntity  in  ])aragraj)h 
(1)  of  this  ele;finilie)n.  whie:h  ])re)viele;s 
a.ssi.stane:e;  e)r  suppent  to  sue;h  e;ntity  with 
re;spe;e:t  te;  the;  ])roelue:tion,  ]n'e;|)aralion, 
j)ro])agatie)n,  e:e)mpe)uneling,  e:e)nve;rsie)n, 
marke;ting,  j)re)me)tie)n,  .sale;,  or 
elistrihution  eif  a  e:ove;re;el  elrug,  ele;vie:o, 
hioleigie.al  or  me;elical  supply. 

AssisUince  and  support  me;an.s 
j)re)vieiing  a  .se;rvie;e;  eer  se;rvie:e;.s  that  are; 
ne;e;e;.ssarv  e)r  inte;gral  te;  the;  ])roelue;tiem, 
pre;paratie)n,  ])ro|)agation,  e:om])e)uneling, 
e:e)nve;r.sie)n,  marke;ting,  pre)me)tie)n.  sale;, 
e)r  elistrihutie)!!  of  a  e:e)ve;re;d  elrug, 
ele;vie:e;.  hie)le)gie;al  e)r  me;elie:al  supply. 

(duiritahic  conirihution  ine;luele;s,  hut 
is  ne)t  limite;el  to.  any  ])ayme;nt  or 
transfe;!'  of  value;  maele;  te;  an 
eerganizatiein  with  tax-e;xe;m|)t  status 
unele;r  the;  lnte;rnal  Re;ve;nue;  (ie)ele;  of 
1988.  whie;h  is  not  ])re)vieie;el  in 
e;xe;hange;  feir  any  geeeeels,  items  e)r 
.se;rvie:e;s. 

(Jharily  can;  me;an.s  .se;rvie;e;s  ])re)viele;el 
by  a  e;e)V(;re;el  re;e:ipie;nt  .s])e;e:ifie:ally  fe)r  a 
pati(;nt  who  is  unable;  to  jiay  for  sue;h 
se;rvie:e;s  e)r  feir  wheem  payme;nt  weiulel  he; 
a  .signifie:ant  harekship,  whe;re;  the; 
e:e)vi;re;el  re;e:ipie;nt  ne;ithe;r  re;e;e;ive;s,  neir 


e;xi)e;e:t.s  te;  re;e;e;ive;.  i)ayme;nt  he;e:ause;  e)f 
the;  patie;nt's  inability  to  ])ay. 

(Uinical  invc.sligution  me;an,s  anv 
e;xj)e;rime;nt  involving  one;  e)r  me)re; 
human  suhje;e:ts,  eer  mate;rial.s  ele;rive;el 
from  human  sul)je;e;ts,  in  whie;h  a  elrug, 
ele;vie:e;,  hie)le)gie:al  or  me;elie;al  supply  is 
aelmini.ste;re;el.  elispe;nse;el  eer  u,se;el. 

(ioiiuuon  ow’ucrshii)  re;ie;rs  to 
e:ire:umstane;e;.s  whe;re;  the;  same; 
inelivielual,  iuelivieluals,  e;ntily,  e)r 
e;ntitie;s  elire;ctly  or  inelire;e:tly  eiwn  .b 
pe;re:e;nt  e)r  more;  total  owne;rshii)  e)f  twe; 
e;ntilie;s.  This  ine:luele;.s,  hut  is  ne)t 
limite;el  to,  pare;nt  e:e)rporatie)ns,  eiire;ct 
anel  inelire;e:t  suhsieliarie;s.  anel  l)re)the;r  or 
si,ste;r  e;orpe)rations. 

Covered  device  nu;an.s  any  ele;vie;e;  feir 
whie:h  ])ayme;nt  is  available;  unele;r  Title; 
XVlll  of  tlie;  Ae:t  or  unele;r  a  .State;  plan 
unele;r  'Fitle;  XIX  e)r  XXI  of  the;  Act  (or  a 
waive;;’ of  sue;h  plan),  e;ithe;r  se;])ai'ate;lv 
(sue:h  as  thie)ugh  a  fe;e;  .se;he;elule;)  or  as 
])art  of  a  l)uneile;ei  payment  (for  e;xample;. 
uneler  the;  he)S])ital  inj)atie;nt  pre).spee;tive; 
])ayme;nt  system  eir  the;  hosiiital 
e)ut])atie;nt  pi'e).spe;e:tive;  iiayment  system) 
anel  whie;h  is  oftlu;  type;  that,  by  law, 
i'e;e]uiie;s  ])!'e;maike;t  ap])i'oval  by  eir 
leiemaiket  notifie:ation  to  the;  Fe)e)el  anel 
Di'ug  Aelministiation  (l-'DA). 

Covered  drug,  device,  biological,  or 
medical  supplv  me;ans  any  elrug.  ele;vie;e;, 
hie)le)git;al,  e)r  me;elie;al  supply  for  whie:h 
j)ayme;nt  is  available  uneler  Title;  XVlll 
oftlu;  Ae;t  or  inule;r  a  .Steite  jehm  uneler 
Title;  XIX  or  XXI  of  the;  Ae:t  (eer  a  waive;;’ 
e)f  si;ch  pla;i),  either  .sepa;'ate;ly  (si;e;h  as 
tlneeugh  a  fe;e;  .se:lu;eh;le;  eer  fe);’;ni;la;’y)  or 
as  i)a;  t  of  a  hi;;ulle;el  ])ayme;;it  (leer 
e;xa;nple;.  i;;ule;;’the;  heesjhtal  i;i])atie;it 
p;’o,sj)ective;  ])ay;ne;it  syste;m  or  the; 
lie)spital  e)i;tpatie;it  p;’o.sj)ee:tive;  pay;ne;;it 
■syste;;;)  a;iel  whie;h  is  oftlu;  type;  that  i;i 
the;  case;  of  a — 

(1)  Dri;g  or  hiole)gie;al,  by  law.  ;’e;ep;ire;.s 
a  pre.se;riptie)n  te;  he;  elisjienseel;  or 

(2)  Devie:e  (ine:h;eling  a  ;ne;elie:al 
si;])]ilv  that  is  a  ele;vie:e;),  by  law,  ;’e;e|i;i;’e;s 
pre;;na;’ke;t  ajiproval  by  e;;’  ];r(;;narke;t 
;iotifie:ation  to  the;  FDA. 

Covered  recipient  nu;a;is —  (1)  Any 
l)hy.sie:ic;;i.  e;xe:e;pt  for  a  ])hysie:ian  who  is 
a  bona  fiele;  e;;n])le)ye;e;  e)f  the;  aiijilicahle; 
;;ia;ii;fae;ti;re;;’  that  is  re;])e)rting  the; 
j)ay;ne;;it;  eer 

(2)  A  teae:hi;ig  hosi)ital,  whie:h  is  a;iv 
instili;tio;i  that  ;’e;e;e;ive;el  a  pay;ne;nt 
i;;iele;;’  1 88()(el)(.b)(U),  lH8b(h),'  or  18«b(s) 
e)f  the;  Ae;l  elurieig  the;  last  e:ale;;;ela;’  y(;a;’ 
fe;;’  whie;h  si;e:h  ieifeuenatie;;;  is  available. 

Employee  ;ne;a;is  a;i  i;ielivieh;al  who  is 
e:e);isiele;’eel  to  be;  “e;;n])le)ye;ei  by"  e;;’  a;i 
“e;;nploye;e;”  of  a;i  e;;itity  if  the; 
i;ielivieh;al  woi;lel  he;  e:o;isiele;’e;el  to  he;  a;i 
e;;nploye;e;  of  the;  entity  i;;ule;;’  the;  i;sual 
e:o;;i;ne);i  law  ;’;;le;s  applie:ahle;  i;i 
ele;te;r;ni;iing  the;  e;;nple)ye;;’-e;;nj)loye;e; 
eelatieenship  (as  applieel  lor  purj)e).se;s  e)f 
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.section  3121((1)(2)  of  the  Intca  nal 
Revenue  (iode  of  108()). 

/ninied/o/e  familv  nunuhcr  means  anv 
of  the  following: 

(1 )  .Spon.se. 

(2)  Natural  or  ado])tiv(;  parent,  child, 
or  sihling. 

(3)  .Stepparent,  ,sU;pchihl.  stepbrother, 
or  .sle|)si.ster. 

(4)  Inither-,  mother-,  daughter-,  .sc)n-, 
brother-,  or  si,ster-in-law. 

(.'ll  (handparent  or  grandchild. 

(())  .S|K)nse  of  a  grandparent  or 
grandc;hil(l. 

Indiwct  jxiyiiK^iits  or  othor  tninsfors  of 
value  refer  to  jjayments  or  other 
transfers  of  value  made  by  an  applicable 
manufacturer  (or  an  applicable  groujj 
])nrchasing  organization)  to  a  covered 
recipient  (or  a  physician  owner  or 
investor)  through  a  third  party,  where 
the  apj)licahle  manufacturer  (or 
applicable  group  purchasing 
organization)  requires,  instructs,  directs, 
or  otherwise  causes  the  third  ])arty  to 
provide  the  payment  or  transfer  of 
value,  in  whole  or  in  ])art,  to  a  covered 
recipient(s)  (or  a  phvsician  owner  or 
investor). 

Know,  knowing,  or  knowingly — (1) 
Means  that  a  ])erson.  with  nispect  to 
information — 

(1)  Has  actual  knowledge  of  the 
information: 

(ii)  Acts  in  delihcaate  ignoranc:e  c)f  the 
truth  or  falsity  of  the  information:  or 

(iii)  Acts  in  reckle.ss  disregard  of  the 
truth  or  falsity  of  tlu;  information:  and 

(2)  Recpiires  no  proof  of  a  specific 
intent  to  defraud. 

Nld^HS  stands  for  the  National  l^lan  K 
Provider  Enumeration  .System. 

Operating  in  the  United  States  means 
that  an  entity — 

(1)  Has  a  ])hy.sic:al  location  within  the 
United  .States  or  in  a  territory, 
jjossession,  or  commonwealth  of  the 
United  States;  or 

(2)  Otherwise  conducts  activities 
within  the  United  .States  or  in  a 
territory,  po.ssession,  or  commonwealth 
of  the  United  States,  either  directly  or 
through  a  legally-authorized  agent. 

Ownership  or  investment  interest — (1) 
Includes,  but  is  not  limited  to  the 
following: 

(1)  .Stock,  stock  o])tion(.s)  (other  than 
those  received  as  com])en.sation,  until 
they  ar(!  exercised). 

(ii)  Fartnershij)  .share(.s); 

(iii)  Limited  liability  company 
memhershij)(s). 

(iv)  Loans,  bonds,  or  other  financial 
instruments  that  are  secured  with  an 
entity’s  property  or  revenue  or  a  portion 
of  that  ])ro])ertv  or  revenue. 

(2)  May  he  direct  or  indirect  and 
through  debt,  erjnity  or  other  means. 


(3)  Exceptions.  3'he  following  are  not 
ownership  or  inv(;.stment  interests  for 
th(!  pnrpo.ses  of  this  section: 

(i)  An  ownershi])  or  investment 
int(;r(!st  in  a  ])ul)licly  traded  .securitv  or 
mntnal  fund,  as  descrilMul  in  section 
1877(c)  of  the  Act. 

(ii)  An  interiist  in  an  a])])lical)le 
manufacturer  or  applicable  groiq) 
purc:hasing  organization  that  arises  from 
a  retirement  ])lan  offered  by  the 
ai)plic:ahle  manufactunir  or  applicable 
group  purchasing  organization  to  the 
phvsician  (or  a  member  of  his  or  her 
immediate  family)  through  the 
physician’s  (or  immediate  family 
member’s)  em|)loyment  with  that 
applicable  manufacturer  or  applicable 
group  purchasing  organization. 

(iii)  .Stock  options  and  convertible 
securities  received  as  compensation, 
until  the  stock  options  are  exercised  or 
the  convertible  securities  are  converted 
to  ecpiity. 

(iv)  An  nnsecnred  loan  suhordinatiul 
to  a  credit  facility. 

(v)  An  ownerslii])  or  investment 
interest  if  an  api)licahle  manufacturer  c)r 
a])plical)le  grouj)  ])nrchasing 
organization  did  not  know,  as  defined  in 
this  .section,  about  such  ownership  or 
investment  interest. 

Payment  or  other  tnmsfer  of  value 
means  a  transfer  of  anything  of  value. 

Phvsicicm  has  the  same  imxming  given 
that  term  in  siiction  18()l(r)  of  the  Act. 

Belated  to  a  covered  drag,  device, 
biological,  or  mediad  supply  means  that 
a  |)ayment  or  other  transfer  of  value  is 
made  in  reference  to  or  in  connection 
with  one  or  inon;  covered  drugs, 
devices,  hiologicals,  or  medical 
.sup])lie.s. 

Besecu'ch  includes  a  systematic 
investigation  designed  to  develoj)  or 
contribute  to  generalizable  knowledge 
relating  broadly  to  public  health, 
including  behavioral  and  .social-.science.s 
research.  This  term  encomjjasses  basic 
and  applied  re.search  and  jjrodnct 
development. 

Third  party  means  another  individual 
or  entity,  regardless  of  whether  such 
individual  or  entity  is  operating  in  the 
United  .States. 

§  403.904  Reports  of  payments  or  other 
transfers  of  value  to  covered  recipients. 

(a)  (ieneral  rale.  (1)  Direct  and 
indirect  jjaymenls  or  oth(;r  transfers  of 
value  jirovided  by  an  applicahh; 
manufacturer  to  a  covered  recipient 
during  the  preceding  calendar  year,  and 
direct  and  indirec:t  pavnients  or  other 
tran.sfers  of  value  provided  to  a  third 
party  at  the  rerpie.st  of  or  designated  by 
the  applicable  manufacturer  on  behalf  of 
a  covered  recij)ient  during  the  preceding 
calendar  year,  must  he  reported  by  the 


applicable  manufacturer  to  UM.S  on  an 
annual  basis. 

(2)  For  UY  2013,  onlv  pavments  or 
other  transfers  of  value  made  on  or  after 
August  1, 2013  must  he  report(!d  to 
CMS. 

(h)  Limitations.  Certain  limitations  on 
re])orting  ap])ly  in  the  following 
circumstances: 

(1)  A|)|)licahle  manufacturers  for 
whom  total  (gross)  revenues  from 
covered  drugs,  devices,  hiologicals,  or 
medical  supplies  constituted  less  than 
10  perc:ent  of  total  (gro.ss)  revenue 
during  the  fi.scal  year  preceding  the 
rej)orting  year  are  only  rerpiired  to 
report  payments  or  other  transfers  of 
value  that  are  related  to  one  or  more 
c:overed  drugs,  devices,  hiologicals  or 
medical  supplies. 

(2)  A])plicahle  mamdactiirers  under 
paragraph  (2)  of  the  definition  in 
§403.002  are  only  recjnired  to  re])ort 
payments  or  other  transfers  of  value  that 
are  related  to  a  covered  drug,  device, 
biological,  or  uKulical  su])})ly  for  which 
they  jirovided  assistance  or  support  to 
an  applicable  manufacturer  under 
paragrajjh  (1)  of  the  definition. 

(3)  Ai)i)licahle  manufacturers  under 
either  paragraph  (1)  or  (2)  of  the 
definition  in  §403.002  that  have 
.separate  oi)erating  divisions  that  do  not 
mannfactnu!  any  covcinul  drugs, 
devices,  hiologicals,  or  imulical  .snp])lie.s 
(for  exam])le.  animal  health  divisions) 
are  only  recpiinid  to  report  paynumts  to 
covered  recipients  related  to  the 
activities  of  these  .se])arate  divisions  if 
tho.se  })ayment.s  or  other  tran.sfers  of 
value  are  related  to  a  covenul  drug. 
devic:e.  biological,  or  medical  supply. 
This  includes  re])orting  of  payimmts  or 
other  tran.sfers  of  value  that  are  related 
to  covered  drugs,  devices,  hiologicals,  or 
medical  .snj)plie.s  made  by  a])plicahle 
manufacturers  to  covered  recijjients 
through  these  operating  divisions. 

(4)  Applicable  manufacturers  that  do 
not  manufacture  a  covered  drug,  device, 
biological,  or  medic:al  supply  except 
when  under  a  written  agreement  to 
manufacture  the  covered  drug,  device. 
hit)logical,  or  medical  suj)])!)'  for 
another  entity,  do  not  hold  the  FDA 
approval,  licensun!,  or  clearance  for  tin; 
covered  drug,  device,  biological,  or 
medical  supply,  and  are  not  involved  in 
th(!  .sale,  marketing,  or  distribution  of 
the  product,  are  only  required  to  nsport 
payments  or  other  tran.sfers  of  value  that 
are  r(!lated  to  one  or  more  covenul 
drugs,  devices,  hiologicals,  or  medical 
.supplies. 

(c)  Becpdred  information  to  report.  A 
report  must  contain  all  of  the  following 
information  for  each  payment  or  other 
transfer  of  value: 
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(1)  Mania  of  tha  coverad  racipiant.  I'Or 
physician  covered  r(!cipients.  the  name 
inusl  be  as  listed  in  the  National  Plan  & 
Provider  Fnuineration  System  (il 
applicable)  and  include  first  and  last 
name,  middle  initial,  and  suffix  (for  all 
that  a|)|)ly). 

(2)  Addrass  oftha  coviivad  racipianl. 
Primary  business  address  of  the  covered 
recipient,  including  all  the  following: 

(i)  Stnuit  addre.ss. 

(ii)  .Suite  or  office  numher  (if 
a])plicahle). 

(iii)  (lity. 

(iv)  Stale. 

(v)  ZIP  cod(!. 

(3)  Idantifiars  forphysician  covarad 
wcipiants.  In  the  case  of  a  cov(!red 
recipient  who  is  a  physician,  the 
following  identifiers: 

(i)  The  sj)ecialty. 

(ii)  National  I’rovider  Identifier  (if 
applicable  and  as  listed  in  the  NPPES). 

If  a  National  Provider  Identifier  cannot 
he  identified  fora  physician,  the  field 
may  he  left  blank,  indicating  that  the 
ap|)lical)le  manufacturer  could  not  find 
one. 

(iii)  State  professional  license 
numl)er(s)  (for  at  least  one  State  where 
the  |)hvsician  maintains  a  license),  and 
the  .State(s)  in  which  the  license  is  held. 

(4)  Ainonnl  of  pavinant  or  at  liar 
Ironsfar  of  voliia.  A  payment  or  other 
transfer  of  value  made  to  a  groiij)  of 
covered  reci|)ients  should  he  distributed 
approjH'iatelv  among  the  individual 
cov(!red  recipients  who  recpiestiul  the 
|)ayment.  on  whose  behalf  the  ])ayment 
was  made,  or  who  are  intcuuhid  to 
Ixmefit  from  the  payment  or  other 
transfer  of  value. 

(.'ll  Data  of  povmant  or  Ironsfar  of 
volna.  The  date  of  (iach  payment  or 
other  transfer  of  value. 

(i)  For  payments  or  other  transfers  of 
value  made  over  multiple  dates  (rather 
than  as  a  lump  sum),  applicable 
manufacturers  may  choose  whether  to 
report  each  payment  or  other  transfijr  of 
value  as  .separate  liiu!  item  using  the 
elates  the  j)ayment.s  or  other  transfers  of 
value!  were  eae:h  niiiele.  or  as  a  single 
line  item  fe)r  the  total  pavment  or  e)ther 
transfer  eef  value  using  the  first  pavment 
elate  as  the  re!i)e)rteel  elate. 

(ii)  Fe)r  small  pavments  e)re)the:r 
transfers  e)f  value  re])e)rteel  as  a  single 
line  item.  applie:al)le  manufae:turers 
must  re!pe)rt  the  elate  that  the  first 
himelle!el  small  paymeiut  e)r  eel he:r  transfer 
e)f  value  was  ])re)viele:el  te)  the  e:e)vereel 
re:e:ij)ient. 

((>)  Form  of  poyinani  or  ironsfar  of 
volna.  The  fe)rm  e)f  e!ae:h  ])avment  e)r 
eetluir  transfer  e)f  value:,  as  eje:.se:ril)eel  in 
piiragraph  (el)  of  this  see:tie)n. 

(7)  Notnra  of  poyniant  or  ironsfar  of 
volua.  The  nature:  e)f  eae;h  payment  e)r 


eether  tnmsfe:r  e)f  value,  as  ele:se:ril)e:el  in 
paragraj)h  (e)  e)f  this  se!e;tie)n. 

(8)  lialolad  covarad  e/n/g,  davii.a, 
lnolo}>icol  or  madicol  supply.  The: 
name:(s)  e)f  the:  re:late:el  e:e)ve:re:el  elrugs, 
ele:vie:e:s,  l)ie)le)gie:als,  e)r  me:elie;al 
supplie:s.  mde:ss  the:  |)ayme:nt  e)r  e)the:r 
transfer  e)f  value  is  met  re:late:el  te)  a 
])artie:ular  e;e)ve:re:el  elriig,  ele:vie:e:. 
hie)le)gie:al  e)r  me:elie:al  su|)plv. 

Applie;al)le:  mannfae:ture:rs  imiy  repen  t 
U])  te)  five:  e:e)ve:re:el  elrugs,  ele:vie:e:s. 
I)ie)le)gie:<ils  e)r  me:elie;al  supplie:s  re:late:el 
te)  e:ae;h  payme:nt  e)r  e)the:r  transfe:r  e)f 
value.  If  the  ])ayme:nt  e)r  e)the:r  transfer 
e)f  value:  w;is  relate:el  te)  me)re:  than  five: 
e;e)vere:el  elrugs.  elevice:s,  l)ie)le)gie:als,  e)r 
meelie:al  supplie:s,  the:  ai)plie;al)le 
manufae:ture:r  sheeidel  report  the:  five: 
e;e)ve:reel  elrugs,  ele:vie;e:s.  l)ie)le)gie:als.  e)r 
me:elie;al  sujjplies  that  were:  me)st  e:le)se:lv 
re:late:el  te)  the  j)ayme:nt  e)r  e)ther  transfer 
e)f  value. 

(i)  Fe)r  elrugs  anel  l)ie)le)gie;als, 
a])])lie:al)le  manufae:ture:rs  must  re:])e)rt 
the  name:  iineler  whie:h  the:  elrug  eer 
l)ie)le)gie;al  is  e)r  was  market e:el  anel  the: 
re:le:vant  Natieenal  Drug  C;e)ele:(.s),  if  any. 

If  the  marke:te:el  name:  has  ne)t  yet  l)e:e:n 
se:le:e:te:el.  the:  apj)lie:al)le:  manufae;ture:r 
must  inelie;ate  the:  name:  re:giste:re:el  een 
e:linie;altrials.ge)v. 

(ii)  h'e))'  ele:vie;e:s  anel  me:elie:al  supplie:s, 
applie:ai)le  mannfae:ture:rs  nm.st  re:pe)rt  at 
le!ast  e)ne:  e)f  the:  fe)lle)wing: 

(A)  The  name:  uneler  whie;h  the  elevie:e: 
e)r  meelical  supply  is  eer  was  marke:te:el. 

(B)  The:  the:rapeiitie:  ai'e:a  e)r  pre)elue:t 
e:ate!gorv  leer  the  ele:vie:e:  eer  me:e]ie:al 
supj)ly. 

(iii)  If  the:  ])ayme:nt  e)r  eetlier  ti  ansfer  of 
value  is  not  relateel  to  a  e:e)vere:ei  elrug. 
device.  l)ie)le)gie:al  e)r  me:elie:al  supi)ly, 
hut  is  relateel  to  a  S])e:e:ifie:  ne)n-e:e)ve:re:el 
])re)elue;t,  a])plie:al)le:  manufae:ture:rs  must 
inelie;ate  “ne)n-e:e)ve:re:el  pre)elue:t.’' 

(iv)  If  the  payment  or  e)the:r  transfer  e)f 
value  is  ne)t  relateel  te)  any  elrug,  elevie;e. 
l)ie)le)gie:al,  or  me:elie:al  supply  (e:e)ve:re:el 
e)r  ne)t),  a|)|)lie;ahle:  mannfae:ture:r.s  mu.st 
inelie;ate:  “neene.” 

(v)  If  the  payment  eer  eether  transfer  e)f 
value  is  relateel  te)  at  le;ast  one:  e:e)ve:re:el 
elrug.  elevie;e:,  l)ie)le)gie:al,  anel  me:eiie;al 
su])ply  anel  at  least  eene:  ne)n-e:e)ve:re:el 
elrug,  ele:vie:e:,  l)ie)le)gie:al,  or  me:elie:al 
sn])ply.  a])plie:al)le:  maun  fact  ure:rs  must 
re:pe)rt  the:  nanu:(s)  of  the:  e:e)ve:re:el  elrug, 
ele:vie:e,  hie)le)gie:al  e)r  me:elie:al  supply  (as 
re:e|uire:el  by  ])ar;igraphs  (e;)(8)(i)  anel  (ii) 
e)f  this  .see;tie)n)  anel  may  inelie.ate:  “neen- 
e:e)ve:re:el  |)re)ehie:ts”  in  aelelitie)n. 

(9)  Fli{>il)ililv  for  dalovad  pnhiicolion. 
Aj)plie:al)le  manufae;tnre:rs  must  inelie:ate 
whe:ther  a  payme:nt  e)r  e)ther  transfe:r  e)f 
value  is  eligible  for  de:laye:el  pul)lie:atie)n. 
as  ele:.se;ril)e:ei  in  §403.910. 

(10)  Poymanis  lo  ihird  poriias.  (i)  If 
the  ])ayme:nt  e)r  e)the:r  transfer  e)f  value 


was  pi'ovieleel  te)  a  thirel  |)arty  at  the: 
re:eiue:st  e)f  e)r  ele:signate:el  e)n  he:half  e)f  a 
e:e)ve:re:ei  re:e:ipient,  the:  ])avme:nt  eer 
tiansfer  e)f  value  must  he:  re:])e)rteel  in  the: 
name:  e)f  that  ce)ve:re:el  ree;ii)ie:nt. 

(ii)  If  the:  payme:nt  e)r  e)the:r  transfe:r  e)f 
value:  was  i)re)vieieel  te)  a  thirel  ])arty  at 
the  reepieist  e)f  eer  elesignateel  e)n  l)e:hiilf  e)f 
a  e;overe:el  re:e:i])ie:nt.  the:  name  e)f  the 
e:ntity  that  re:e;e:ive:el  the:  payment  e)r 
othe:r  transfer  e)f  value  (if  maele  te)  an 
entity)  e)r  inelie:ate:  “ineliviehial”  (if  maele 
te)  an  ineliviehial).  If  a  e;e)ve:re:el  re:e:i])ie:nt 
l)e:rfe)rme:el  a  se:rvie:e:,  hut  neither 
ae:e:e:pte:el  the:  e)ffere:el  ])ayme:nt  e)r  e)tlu:r 
transler  e)f  value:  nor  re:e]ue:.ste:el  that  it  he: 
maele:  te)  a  thirel  ])arty,  the  applie:al)le 
manufae;turer  is  ne)t  re:ejuire:el  to  repeert 
the:  e)ffe:re)el  payment  e)r  e)the:r  transfe:!'  e)f 
value  unless  the  applie:al)le: 
manufae:ture:r  ne)ne:the)less  ])re)viele:el  it  te) 
a  thirel  party  anel  ele:signate:el  sue;h 
])ayment  e)r  other  transfer  of  value  as 
having  been  pre)viele)d  on  behalf  of  the: 
e:e)ve:re:el  re:e;ipie:nt. 

(11)  Fovmanis  or  Ironsfars  of  volna  lo 
phvsicion  ownars  or  invaslors.  Must 
inelie:ate:  whe:the:r  the:  payment  e)r  e)the:r 
transfe:!'  e)f  value  was  pre)viele:el  te)  a 
l)hysie;ian  e)r  the  imme:eliate)  family  e)f 
the:  i)hysie;ian  wlu)  heelels  an  eewnershi]) 
e)r  inve:stme:nt  inte:re:st  (as  elefineel 
§403.902)  in  the:  applie;al)le: 
manufae:ture:r. 

(12)  Addiiionol  inforniolion  or  coniaxi 
for  poyinani  or  ironsfar  of  volua.  May 
|)re)viele  a  state:me:nt  with  aelelitie)nal 
e;e)nte:xt  for  tlie:  ])ayme:nt  e)r  e)the:r  transfer 
e)f  value. 

(el)  Haporiing  iha  form  of  povmani  or 
olliar  Ironsfar  of  volna.  An  a])plie;al)le: 
manufae:turer  must  repeert  eae:h  jiayment 
e)r  transfer  e)f  value,  e)r  separable  part  of 
that  payment  e)r  transfe:r  of  value,  as 
taking  one:  of  the  fe)lle)wing  forms  of 
payment  that  he:st  ele:se:ril)e:s  the  feirm  e)f 
the  ])ayment  e)r  other  transfer  e)f  value, 
e)r  se:parahle  part  e)f  that  payment  e)r 
e)the:r  transfer  e)f  value. 

(1)  Cash  e)r  e:ash  e:ciui valent. 

(2)  In-kinel  items  e)r  se:rvie:e:s. 

(3)  Ste)e:k.  ste)e;k  e)ptie)n,  e)r  any  eether 
e)wnershi])  interest. 

(4)  Divielenel,  ])re)fit  or  e)the:r  return  e)n 
investment. 

(e:)  Uaporting  iha  notnra  of  iha 
povmant  or  othar  ironsfar  of  volna.  (1 ) 
(lanaral  rnla.  The  e;ate:ge)rie:s  ele:se;ril)ing 
the:  nature  e)f  a  ])avme:nt  e)r  e)ther  transfe:r 
e)f  value  are:  mutually  e:xe;lusive:  leer  the: 
])urpe).se:s  e)f  rejieerting  uneler  suhpart  1  e)f 
this  ])art. 

(2)  Ihdas  for  cotagori/.iny,  notnras  of 
povmant.  An  ap])lie:al)le:  manufae:ture:r 
must  e;ate:ge)rizi:  e:ae;h  payment  e)r  e)the:r 
transfer  e)f  value,  eer  .sejiarahle  part  e)f 
that  ])ayment  e)r  transfer  e)f  value,  with 
e)ne  e)f  the  e:ate:ge)rie:s  listeel  in 
])aragraphs  (e:)(2)(i)  through  (xvii)  e)f  this 
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section,  using  the  designation  that  best 
(l(!scril)(;s  the  nature  ot  the  payment  or 
other  transfer  of  value,  or  se])aral)le  part 
of  that  ])aynient  or  otluu'  transfer  of 
value.  If  a  ])ayment  or  other  transfer  of 
value  could  reasonably  be  considered  as 
falling  within  more;  than  one  categorv. 
the  applicable  manufacturer  should 
.sehict  one  category  that  it  deems  to  most 
accuratedy  describe  the  nature  of  the 
payment  or  transfer  of  value. 

(i)  (lousulting  fee. 

(ii)  Oompensation  for  services  other 
than  consulting,  including  serving  as 
faculty  or  as  a  speak(!r  at  an  event  other 
than  a  continuing  education  program. 

(iii)  Honoraria. 

(iv)  Gift. 

(v)  Entertainment. 

(vi)  Food  and  beverage. 

(vii)  Travel  and  lodging  (including  the 
specified  de.stinations). 

(viii)  Education. 

(ix)  Research. 

(x)  Cdiaritahle  contribution. 

(xii)  Royalty  or  license. 

(xiii)  Current  or  j)ros])ective 

ownershi])  or  investmemt  intere.st. 

(xiv)  (k)m])en.sation  for  .serving  as 
faculty  or  as  a  s])eaker  for  an 
unaccredited  and  non-certified 
c:ontinuing  education  ])rogram. 

(xv)  Compensation  for  serving  as 
faculty  or  as  a  s])eaker  for  an  accnulited 
or  emtified  continuing  education 
program. 

(xvi)  (irant. 

(xvii)  Space  rental  or  facility  fees 
(teaching  hospital  only). 

(f)  Spi^cidl  riihis  for  rosoorch 
povinonts.  All  payments  or  other 
transfers  of  value  made  in  connection 
with  an  activity  that  meets  the 
definition  of  research  in  this  .section  and 
that  are  subject  to  a  written  agreement, 
a  re.search  protocol,  or  both,  must  be 
reported  under  these  special  rules. 

(1)  Re.search-related  payments  or 
other  transfers  of  value  to  covered 
reci]jients  (either  phvsicians  or  teaching 
hospitals),  including  research-related 
payments  or  other  transfers  of  value 
made  indirectly  to  a  covered  recijiient 
through  a  third  ixirty.  must  be  re])ort(!d 
to  CMS  .separately  from  other  ))ayments 
or  transfers  of  value,  and  must  include 
the  following  information  (in  lieu  of  the 
information  recjuired  hv  4()3.‘)()4(c)): 

(1)  Name  of  the  research  institution, 
individual  or  entity  niceiving  the 
l)ayment  or  other  transfer  of  value. 

(A)  If  paid  to  a  ])hysician  covered 
recipient,  all  of  the  following  must  he 
])rovided: 

(?)  The  physician’s  name  as  li.sted  in 
the  NEPES  (if  a])])licable). 

(2)  National  Provider  Identifier. 

(3)  State  professional  licen.se 
numher(s)  (for  at  least  one  State  where 


the  physician  maintains  a  license)  and 
Stat(!(s)  in  which  the  lictmse  is  held. 

(■?)  Specialty. 

(.7)  Primary  business  addn;.ss  of  the 
phvsician(s). 

(B)  If  paid  to  a  teaching  hospital 
covenul  recipient,  list  the  nann!  and 
])rimarv  business  addre.ss  of  teaching 
lu)S])ital. 

(C)  If  ])aid  to  a  non-covered  recipient 
(such  as  a  non-teaching  hospital  or 
clinic),  list  the  naiiu!  and  primarv 
husine.ss  address  of  the  entitv. 

(ii)  Total  amount  of  the  research 
|)ayment,  including  all  ni.search-related 
costs  for  activities  outlined  in  a  written 
agreement,  research  protocol,  or  both. 

(iii)  Name  of  the  re.search  study. 

(iv)  Name(s)  of  any  related  c:overed 
drugs,  devices,  biologicals,  or  medical 
sup])lies  (subject  to  the  reepurements 
s])ecifi(!d  in  paragraj)h  (c)(8)  of  this 
section)  and  for  drugs  and  biologicals, 
the  relevant  National  Drug  Code(.s),  if 
any. 

(v)  Information  about  each  physician 
covered  recipient  principal  inve.stigator 
(if  a])plicahle)  .set  forth  in  ])aragraj)h 
(f)(l)(i)(A)  of  this  .section. 

(vi)  Contextual  information  for 
re.search  (optional). 

(vii)  ClinicalTrials.gov  identifier 
(o])tional). 

(2)  Im)!'  i)re-clinical  studies  (before  any 
human  studies  have  b(!gun),  oidy  report 
the  following  information: 

(i)  Research  entity  name  (as  recjuinul 
in  ])aragraph  (f)(  l)(i)  of  this  section). 

(ii)  'I’otal  amount  of  payment  (as 
nKjuinul  in  i)aragraph  (f)(  l)(ii)  of  this 
sec:tion). 

(ii)  Principal  investigator(s)  (as 
reepured  in  j)aragrai)h  (f)(l)(v)  of  this 
section). 

(g)  Special  rules  for  pavinents  or  other 
tronsfers  of  value  relateci  to  continuin*^ 
education  pro<^raius.  (1)  Payments  or 
other  transfers  of  value  provided  as 
comi)en,sation  for  s])eaking  at  a 
continuing  education  program  are  not 
r(Hpured  to  he  re])orted.  if  all  of  the 
following  conditions  are  met: 

(i)  The  event  at  which  the  covered 
reci])ient  is  speaking  meets  the 
accreditation  or  certification 
recpdrenKjnts  and  standards  for 
continuing  education  of  one  of  the 
following: 

(A)  The  Accreditation  Council  for 
Continuing  Medical  Education. 

(H)  'I’lie  American  Academy  of  Family 
Physicians. 

(C)  The  American  Dental 
Association’s  Continuing  Education 
Recognition  I’rogram. 

(D)  The  American  Medical 
Assoc:iation. 

(E)  The  American  O.steojiathic 
Association. 


(ii)  The  applicable  manufacturer  does 
not  pay  the  covered  reci])ient  sjjeaker 
directly. 

(iii)  The  applicable!  manufacturer  do(!s 
not  sehict  the  covered  reci])ient  .sj)eak(!r 
or  provide  the  third  partv  (such  as  a 
continuing  (iducation  vendor)  with  a 
distinct,  identifiable!  se!t  of  inelivieluals 
te)  be  e:e)nsiele!reel  as  speakers  fe)r  the 
e:e)ntinuing  e!elue:jitie)n  preegram. 

(2)  Payments  or  other  transfers  e)f 
value  that  elo  ne)t  me!e!t  all  of  the 
re!epnre!me!nts  in  paragraph  (g)(1)  mu.st 
he  repeerteul  as  rexpiireel  by  this  se!e;tie)n. 

(1)  Paymemts  e)r  e)tlu!r  transfers  e)f 
value  thcit  mend  the  reHpiirements  in 
paragraj)h  (g)(l)(i)  eif  this  se!e;tie)n.  but 
not  also  (g)(l)(ii)  or  (g)(l)(iii)  of  this 
se!e;tion  eer  both,  must  be  repeerteel  uneler 
the  nature  e)f  j)ciyme!nt  e:ate!ge)rv 
“Ceempensatiem  for  .serving  as  fae:ulty  e)r 
as  a  speuiker  for  an  ae;e;re!elite!el  e)r 
e:e!rtifie!el  e:e)ntiniung  eelue;atie)n 
])re)gram.” 

(ii)  Payments  or  eether  transfeus  e)f 
value  that  elo  ne)t  me!e!t  the  reupiirements 
in  paragraph  (g)(1)(i)  e)f  this  .se!e:tie)n 
she)ulel  be  repen  texl  uneler  the  nciture  e)f 
payment  e:ate!ge)rv  “Ce)mpe!nsatie)n  fe)r 
.serving  as  a  fae:ulty  or  as  a  sj)e!ake!r  feer 

a  unae:e:re!elite!el  anel  ne)n-e:e!rtifie!el 
e;e)ntinuing  eehie:atie)n  preegram.” 

(iii)  Payments  e)r  e)the!r  tninsfers  e)f 
value  ie)r  s|)e!aking  engagements  met 
reliiteul  te)  me!elie:al  eelue:atie)n  she)ulel  he! 
repeerteul  uneler  the  nature  e)f  payment 
e;ate!ge)rv  “Comj)e!nsatie)n  feer  servie:es 
eetlu!!'  than  e;e)n.sulting.  ine:lueling  serving 
as  a  speniker  at  an  evemt  e)ther  than  a 
e;e)ntinuing  eelue:atie)n  pre)gram.” 

(h)  Speeded  rides  feu'  repen  ting  fe)e)ei 
einel  hen'ereige.  (1)  When  alle)e:ating  the 
e:e)st  of  foeeel  anel  beverage  ainenig 
e;overeel  re!e;ipients  in  a  gre)U])  setting 
whe)re  the  e:e)st  of  e!ach  inelivielual 
e:e)ve!reel  recipient’s  me!al  is  not 
.separately  identifiable,  .sue:h  as  a  platte!r 
})re)viele!el  te)  physie:ians  in  a  gre)up 
practice  setting,  ap])lie;ahle! 
manufae;turers  mu.st  e:alculate  the  value 
per  person  by  elivieiing  the  entire  e:e)st  of 
the  fboel  or  beverage  by  the  te)tal  number 
e)f  inelivieluals  who  ])arte)e)k  in  the  mexil 
(ine:lueling  beeth  e:e)ve!re!el  re)e:i])ie!nts  anel 
ne)n-e;e)ve!re!el  re!e:ipie!nts,  sue:h  as  e)fiie:e! 
staff),  'fhe  per  person  value!  e)f  the  me)al 
must  be  re!pe)rte!el  as  a  paymemt  or  eether 
transfe!)'  e)f  value  e)nly  leer  e:e)ve!re!el 
re!e;i])ie!nts  wlu)  iie;tually  parte)e)k  in  the 
fe)e)el  e)r  l)e!ve!rcige. 

(2)  Applie;al)le!  manufae:ture!rs  are  ne)t 
re!ejuire!el  te)  repeert  e)r  trae.k  buffet  mexils. 
.snae:ks,  .se)ft  elrinks.  e)r  e:e)ffe!e!  maele 
generally  available  to  ;dl  partie:ipants  e)f 
a  large)-se:ale!  e;e)nfe!re!ne:e  or  similar  large- 
se:ale  event. 

(i)  Exclusions  frenn  repenting.  The 
fe)lle)wing  are  e)xe;lueleel  from  the 
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rejmrting  requirements  specified  in  this 
.section; 

(1)  Indirect  j)ayinent.s  or  other 
translers  of  value  (as  defined  in 
§4().3.‘K)2).  where  the  applic:ahle 
manufacturer  is  unaware  of  the  identity 
of  the  covered  recij)ient.  An  a])plical)le 
manufacturer  is  unaware  of  tlie  identity 
of  a  covenul  recipient  if  the  apidicahle 
manufacturer  does  not  know  (as  defined 
in  403.902)  the  identitv  of  tlie  covered 
recipient  during  tlie  reporting  year  or  hy 
the  end  of  the  second  quarter  of  tlie 
following  reporting  year. 

(2) (i)  For  (;Y  2013.  jiayments  or  other 
transfers  of  value  less  than  .SIO.  unless 
the  aggregate  amount  transferred  to, 
re(iue.sted  by.  or  designated  on  behalf  of 
the  c;overed  recipient  exceeds  Si 00  in  a 
calendar  year. 

(ii)  For  (A'  2014  and  suh.sequent 
calendar  years,  to  determine  if  transfers 
of  value  are  excludeil  under  this  section, 
the  dollar  amounts  sjiecified  in 
paragrajih  (i)(2)(i)  of  this  section  must 
lie  increa.sed  by  the  same  jiercentage  as 
the  percentage  increa.se  in  the  consumer 
jirice  index  for  all  urban  consumers  (all 
items:  II.,S.  city  average)  for  the  12- 
nionth  period  ending  with  jum;  of  the 
previous  year.  (iM.S  will  publish  the 
values  for  the  next  reporting  vear  90 
days  before  the  beginning  of  the 
nqiorting  year. 

(iii)  Pavments  or  other  transfers  of 
value  of  less  than  .SlO  in  (iY  2013  (or 
le.ss  than  the  amount  d(!.scribed  in 
paragraph  (i)(2)(ii)  of  this  section  for  (lY 
2014  and  subseciuent  calendar  vears) 
j)rovided  at  large-scale  conferences  and 
similar  large-scale  events,  as  well  as 
events  open  to  the  public,  do  not  need 
to  be  reported  nor  included  for  j)urpose.s 
of  the  Slot)  aggregate  threshold  in  (]Y 
2013  (or  the  aggregate  threshold 
calculated  in  accordance  paragra])h 

(i)(2)(ii)  of  this  .section  for  CY  2014  and 
sub.se(|uent  calendar  years),  even  if  the 
aggregate  total  for  a  covered  reci|)ient 
exceeds  the  aggregate  threshold  for  tlu; 
calendar  year. 

(iv)  When  nqjorting  payments  or  other 
transfers  of  value  under  the  .SlO 
threshold  for  (iY  2013  (or  under  the 
amount  described  in  paragra])h  (i)(2)(ii) 
of  this  .section  for  (iY  2014  and 
sub.secjuent  calendar  years)  for  covenul 
recipients  that  exceed  the  aggregate 
threshold  for  the  reporting  vear. 
a])plicable  mamdacturers  mav  (but  are 
not  nxiuired  to)  report  all  small 
payments  to  a  particular  covered 
reci|)ient  that  fall  within  the  same 
nature  of  payment  category  as  a  single 
payment  or  other  transfer  of  value. 

(3)  Product  .samples,  including 
coupons  and  vouchers  that  can  be  used 
by  a  |)atient  to  obtain  samj)les.  which 


are  not  intended  to  be  .sold  and  are 
intended  for  jjatient  use. 

(4)  Hducational  materials  and  items 
that  directly  b(!nefit  j)atienls  or  are 
intended  to  be  used  l)y  or  with  j)atients. 
including  the  value  of  an  ap|)licable 
manufacturer’s  .services  to  educate 
l)atients  nigarding  a  covered  drug, 
device,  biological,  or  medical  supplv. 

(.'ll  The  loan  of  a  covered  tlevicc;  or  a 
device  under  development,  or  the 
provision  of  a  limited  (]uantity  of 
medical  suppliiis  for  a  short-term  trial 
p(!riod.  not  to  exceed  a  loan  jieriod  of 
90  days  or  a  (juantity  of  90  days  of 
average  daily  use,  to  permit  evaluation 
of  the  device  or  medical  supply  by  the 
covered  reci])ient. 

(0)  Items  or  services  jirovided  under 
a  contractual  warranty  (including 
.service  or  maintenance  agreements), 
whether  or  not  the  warrantv  ])eriod  has 
expired,  including  the  rej)lacemenl  of  a 
covenul  device,  when;  the  terms  of  the 
warranty  are  set  forth  in  the  purchase  or 
l(;ase  agreement  for  the  covenul  device;. 

(7)  A  transfer  of  anything  of  value  to 
a  ])hysician  covered  reci])ient  when  the 
coven;d  nu:ipient  is  a  pati(;nt,  research 
subject  or  partici])ant  in  data  collection 
for  n;search,  and  not  acting  in  tbe 
profe.ssional  ca])acity  of  a  coven;d 
recipient. 

(8)  Di.scounts.  includijig  rebates. 

(9)  In-kind  items  u.s(;d  for  the 
provision  of  charity  care. 

(10)  A  dividend  or  other  profit 
distrihution  from,  or  ownership  t)r 
investment  interest  in,  a  puhlicly  traded 
security  or  mutual  fund. 

(1 1 )  In  the  case  of  an  applicable 
manufacturer  who  offers  a  self-insured 
plan  or  directly  reimburses  for 
healthcare  expen.ses,  payments  for  the 
jirovision  of  health  care  to  em|)loyees 
ami  their  families. 

(12)  In  the  case  of  a  covered  recipient 
who  is  a  licensed  non-medical 
professional,  a  transfer  of  anything  of 
value  to  the  cover(;d  recipient  if  the 
transfer  is  payment  solely  for  the  non¬ 
medical  professional  services  of  the 
licensed  non-medical  profe.ssional. 

(13)  In  the  case  of  a  covered  recipient 
who  is  a  physician,  a  transfer  of 
anything  of  value  to  the  covered 
recipi(;nf  if  the  transfer  is  |)avment 
solely  for  tin;  services  of  the  covered 
recipient  with  r(;.s]iect  to  an 
administrativt;  ])roceeding,  l(;gal 
defense.  i)rosecution.  or  s(;ltlement  or 
judgm(;nt  of  a  civil  or  criminal  action 
and  arhitration. 

(14)  A  paym(;nt  or  transfer  of  value  to 
a  covereci  recipient  if  the  payment  or 
transfer  of  value  is  made  .solely  in  the 
context  of  a  personal,  non-husiness- 
related  relationshij). 


§  403.906  Reports  of  physician  ownership 
and  investment  interests. 

(a)  ('jontmil  nik;.  (1)  Fach  a])])licable 
manufacturer  and  a])])licahle  group 
])urchasing  organization  must  r(;])ort  to 
CM.S  on  an  annual  basis  all  ownersbip 
and  investment  interests  in  tbe 
applicable  manufacturer  or  applicable 
grou])  purchasing  organization  that  were 
held  by  a  ])bysician  or  an  immediatr; 
family  member  of  a  ])hysician  during 
the  preceding  calendar  year. 

(2)  For  CA'  2013,  only  ownership  or 
investment  interests  held  on  or  after 
August  1, 2013  must  b(;  re])orted  to 
CMS. 

(b)  Identifying  infornuition.  Reports 
on  physician  ownership  and  investment 
interests  mu.st  include  the  following 
identifying  information: 

(1)  Name  of  the  ])hy.sician  (as  li.st(;d  in 
the  National  Plan  &  Provider 
Fnumeration  System  (if  applicahle). 
including  first  and  last  name,  middle 
initial,  and  suffix  (for  all  that  apply), 
and  an  indication  of  whether  the 
ownership  or  investment  interest  was 
held  by  the  jjhysician  or  an  immeiliate 
family  member  of  the  ])hysician. 

(2)  Primary  husiness  address  of  the 
physician,  including  the  following: 

(i)  Street  address. 

(ii)  Suite  or  office  number  (if 
applicable). 

(iii)  City. 

(iv)  State. 

(v)  ZIP  code. 

(3)  I’he  following  iidbrmation  for  the 
j)hvsician  (regardless  of  whether  the 
ownershi])  or  inve.stment  interest  is  held 
by  an  immediate  family  member  of  the 
])hysician): 

(i)  The  specialty. 

(ii)  National  Provider  Identifier  (if 
a])plicable  and  as  listed  in  NPPES). 

(iii)  .State  ])rofe.ssional  license 
number(s)  (for  at  least  one  .State  where 
the  physician  maintains  a  license),  and 
the  .State(.s)  in  which  the  license  is  held. 

(4)  Dollar  amount  invested  bv  each 
idiysician  or  immediate  family  member 
of  the  physician. 

(.1)  Value  ami  terms  of  each 
ownershi])  or  inve.stment  interest. 

(())  Direct  and  indirect  pavments  or 
other  transfers  of  value  provided  to  a 
physician  holding  an  ownershi])  or 
investment  inter(;st,  and  direct  and 
indirect  ])ayment.s  or  other  transfers  of 
value  ])rovided  to  a  third  ])arty  at  the 
r(;(]uest  of  or  designated  by  the 
a])])licable  manufacturer  or  a])])licable 
grou])  ])urcha.sing  organization  on  hehalf 
of  a  ])hy.sician  owner  or  investor,  mu.st 
be  re])orted  by  the  a])])licable 
manufacturer  or  a])])licable  grou]) 
])urcha.sing  organization  in  accordance 
with  the  re(]uirements  for  re])orting 
])ayment.s  or  other  transfers  of  value  in 
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§4()3.0()4((:)  through  (i).  The  terms 
“ai)pli(;al)le  mamiiaeturer  and 
a|)|)li(:al)le  grou])  |)ur(;hasiug 
organization”  innst  1)(!  suhstitiitiul  for 
“a])))li{:al)le  manufacturer.”  and 
“])hysi(:ian  owner  or  inve.stor”  must  l)e 
substituted  for  “covered  recipient”  in 
ea(,h  place  they  a])])ear. 

§403.908  Procedures  for  electronic 
submission  of  reports. 

(a)  /'7/e  format.  Reports  recpiired 
under  this  snhpart  must  he; 
electronically  submitted  to  CMS  by 
March  31,  2014,  and  by  the  tlOtli  dav  of 
each  snhsecpient  calendar  year. 

(h)  Cmnaral  riilas.  (1)  If  an  applicable 
mamdacturer  made  no  reportable 
payments  or  transfers  of  value  in  the 
previous  calendar  year,  nor  had  any 
re]3ortahle  ownership  or  investment 
intere.sts  held  by  a  physician  ora 
physician’s  immediate  family  member 
(as  defined  in  §403.902)  during  the 
previous  calendar  year,  the  a])])licabl(! 
manufacturer  is  not  required  to  file  a 
rejjort. 

(2)  If  an  a])plicahle  group  purchasing 
organization  had  nt)  niportahle 
ownershi])  or  investment  interests  held 
by  a  ])hysician  or  physician’s  immediate 
family  memlnn'  during  the  previous 
calendar  year,  the  a])plical)le  group 
purchasing  organization  is  not  recpiired 
to  file  a  report. 

(c)  negistration.  (1)  A])])licahle 
manufacturers  that  have  re])ortahle 
l)ayments  or  other  transhns  of  value, 
ownership  or  inve.stment  interests,  or 
both,  an;  retiuired  to  report  under  this 
sul)])art  and  must  register  with  CMS 
within  90  days  of  the  end  of  the 
c:alendar  year  for  which  a  rejiort  is 
recpiired. 

(2)  Applicable  group  j)nrchasing 
organizations  that  have  re])ortahle 
ownership  or  investment  interests  are 
r(!(]nired  to  report  under  this  snbjjart 
and  must  register  with  CMS  within  90 
days  of  the  end  of  the  calendar  vear  for 
which  a  report  is  nujnired. 

(3)  During  regi.stration.  applicable 
mannfacturers  and  applicable  group 
j)urchasing  organizations  must  name 
two  j)oints  of  contact  with  aj)])ropriate 
contact  information. 

(d)  Otiwrrulas.  (1)  Consolidatad 
vaports.  (i)  An  applicable  manufacturer 
under  jjaragraph  (1)  of  tin;  definition 
that  is  under  common  ownershii)  with 
sejjarate  entities  that  are  also  a))))lic.ahle 
manufacturers  under  paragra])h  (1)  of 
the  definition  mav,  but  is  not  retpiired 
to,  file  a  consolidated  report  of  all  the 
j)ayments  or  other  transfers  of  value  to 
covered  recipients,  and  physician 
ownershi])  or  inve.stment  interests,  for 
all  of  the  entities. 


(ii)  An  applicable  manufacturer  under 
])aragraph  (1)  of  the  definitit)n  of 
a])])lical)le  mamifactnrer  and  an  entitv 
(or  entities)  under  common  ownershi]) 
with  the  a])])licat)le  manufacturer  under 
])aragra])h  (2)  of  the  definition  of 
a])])lical)le  manufacturer  may,  but  are 
not  re(]nired  to,  file  a  con.solidated 
re])ort  of  all  the  ])ayments  or  other 
transfers  of  value  to  covered  reci])ients, 
and  ])hysician  ownershi])  or  investment 
interests. 

(iii)  If  nmlti])le  a])])licahle 
manufacturers  (under  ])aragra])h  (1)  or 
(2)  of  the  definition  or  both  ])aragra])hs 
of  the  definition)  submit  a  consc)lidated 
re])ort,  the  re])ort  must  ])rovide  the 
names  of  each  a])])lical)le  manufacturer 
and  entity  (or  entities)  under  common 
ownershi])  that  the  re])ort  covers,  and 
the  re])ort  must  identify  the  s])ecific 
entity  that  ])rovided  each  ])aynient. 

(iv)  A  single  ])ayment  or  other  transfer 
of  value  re])orted  in  a  consolidated 
re])ort  mu.st  only  he  re])orted  once  by 
one  a])])lical)le  manufacturer. 

(v)  The  a])])lical)le  manufacturer 
submitting  a  consolidated  re])ort  on 
behalf  of  itself  and  other  a])])licat)le 
manufacturers  under  common 
ownershi]),  as  ])ermitted  under  this 
])aragra])h,  is  liable  for  civil  monetary 
])enalties  im])osed  on  each  of  the 
a])])licahle  mannfactnrers  who.se 
re])ortat)le  ])ayments  or  other  transfers  of 
value  were  included  in  the  consolidated 
re])ort.  u])  to  the  annual  maximnm 
amount  s])ecified  in  §493.91 2(c)  for 
each  individual  a])i)licahle 
manufacturer  included  in  the  re])ort. 

(2)  faint  vanturas.  If  a  ])ayment  or 
other  transfer  of  value  is  ])rovided  in 
accordance  with  a  joint  venture  or  other 
coo])erative  agreement  between  two  or 
more  a])])lical)le  mannfactnrers.  the 
])ayment  or  other  transfer  of  value  must 
l)e  re])orted — 

(i)  In  the  name  of  the  a])])lical)le 
manufacturer  that  actually  fnrni.shed  the 
])ayment  or  other  transfer  of  value  to  the 
covered  reci])ient,  unless  the  terms  of  a 
written  agreement  between  the 
a])])licahle  manufacturers  .s])ecificallv 
require  otherwi.se,  .so  long  as  the 
agreement  requires  that  all  ])ayment.s  or 
other  transfers  of  value  in  accordance 
with  the  arrangement  are  re])orted  hv 
one  of  the  a])])licahle  manufacturers; 
and 

(ii)  Only  once  by  one  a])])lical)le 
manufacturer. 

(e)  Attastation.  lilach  re])ort,  including 
anv  snl)se(]iient  corrections  to  a  filed 
re])orl,  must  include  an  attestation  by 
the  Ohief  Executive  Officer.  Ohief 
I'dnancial  Officer,  Chief  Com])liance 
Officer,  or  other  Officer  of  the 
a])])lical)le  manufacturer  or  a])])lical)le 
group  ])nrchasing  organization  that  the 


information  re])orted  is  timely,  accurate, 
and  com])lete  to  the  he.st  of  his  or  her 
knowledge  and  belief.  For  a])])lical)le 
mannfacdurers  choosing  to  submit  a 
con.solidated  re])ort  in  accordance  with 
])aragra])h  (d)(1)  of  this  section,  the 
a])])lical)le  manufacturer  submitting  the 
consolidated  re])ort  mu.st  attest  on 
behalf  of  it.self,  in  addition  to  each  of  the 
other  a])])lical)h!  mannfacturers 
included  in  the  con.solidated  re])ort. 

(1)  Assumptions  doennwnt. 

A])])lical)le  manufacturers  and 
a])])lical)le  groiq)  ])nrcha.sing 
organizations  may  submit  an 
a.ssum])tions  document,  ex])laining  the 
reasonable  assumptions  made  and 
methodologies  used  when  re])orting 
])ayment.s  or  other  transfers  of  value,  or 
ownershi])  or  investment  interests.  The 
assumptions  documents  will  not  he 
made  available  to  covered  reci])ient.s, 
])hy.sician  owners  or  inve.stors,  or  the 
])nl)lic. 

(g)  45-day  raviaw  pariod  for  raviaiv 
and  arror  corraction.  (1)  Ganaral  ruin. 
A])])lical)le  manufacturers,  a])])lical)le 
grou])  ])nrchasing  organizations,  covered 
reci])ient.s.  and  ])hysician  owners  or 
investors  must  have  an  o])])ortnnity  to 
review  and  submit  corrections  to  the 
information  submitted  fora  ])eriod  of 
not  less  than  4.')-days  before  CMS  makes 
the  information  available  to  the  ])nhlic. 

In  no  ca.se  may  this  4.‘)-day  ])eriod  for 
review  and  snhmi.ssion  of  corrections 
])revent  the  information  from  being 
made  available  to  the  ])nl)lic. 

(2)  Notification.  ('.MS  notifies  the 
a])])lical)le  manufacturers.  a])])lical)le 
grou])  ])urcha.sing  organizations,  covered 
reci])ient.s.  and  physician  owners  or 
inve.stors  when  the  reported  information 
is  ready  for  review. 

(i)  Applicable  mamdacturers  and 
a])])lical)le  grou])  ])iirchasing 
organizations  are  notified  through  the 
])oints  of  contact  they  identified  during 
regi.stration. 

(ii)  Physicians  and  teaching 
ho.s])ital.s — 

(A)  Are  notified  using  an  online 
])o.sting  and  notifications  on  (]MS’s 
li.st  serves. 

(H)  May  also  register  with  CMS  to 
receive  notification  about  the  review 
])roce.s.se.s. 

(iii)  The  4.5-dav  review  ])eriod  begins 
on  the  date  .s])ecified  in  the  online 
notification. 

(3)  Process,  (i)  An  a])])licable 
manufacturer.  a])])lical)le  groiq) 
])nrcha.sing  organization,  covered 
reci])ient  or  a  ])hv.sician  owner  or 
investor  may  log  into  a  secure  Web  site 
to  view  only  the  information  re])orted 
.s])ecifically  about  it.self. 

(ii)  Covered  reci])ient.s  and  ])hysician 
owners  or  inve.stors  are  able  to  review 
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data  sul)niitted  about  them  tor  tlu; 
previous  rtijjorting  year. 

(iii)  If  the  applicable  manufacturer. 
a])plicahle  group  |)urchasiug 

organ i /.at ion.  covered  nicipieut.  or 
physician  owner  or  inve.stor  agrees  witli 
the  information  reported,  the  apj)licahle 
manufacturer.  applical)le  grou]) 
purchasing  organization,  covered 
n;ci])ient.  or  ])hysician  owner  or 
investor  may  ehictronically  certify  that 
the  information  reported  is  accurate. 

(iv)  If  a  covered  recipient  or  physician 
owner  or  inve.stor  disagrees  with  the 
information  niported.  the  covered 
recipient  or  pliysician  owner  or  investor 
can  initiate  a  dispute,  whicli  is  sent  to 
the  appropriate  aj)])licahle  manufacturer 
or  applicable  group  purchasing 
organization  to  he  resolved  between  the 
parties. 

(v)  (lovenul  recipients  and  physician 
owners  or  investors  may  initiate 
dis|)ute.s  at  any  time  after  tin;  4.5-day 
|)eriod  begins,  but  before  the  end  of  the 
calendar  year,  but  any  changcis  resulting 
from  disputes  initiated  outside  the  4.5- 
day  period,  may  not  be  made  until  the 
next  time  tin;  data  is  ndreshed. 

(4)  Data  dispiitus.  (i)  In  order  to  he 
corrected  prior  to  the  pul)lit:ation  of  the 
data.  a|)|)lical)le  manufacturers  and 
applicable  grou|)  purchasing 
organizations  must  notify  (IMS  of 
Hisolved  disputes  and  changes  to  the 
information  submitted  by  no  later  than 
1.5  days  after  the  end  of  the  4.5-day 
|)(!riod  (that  is,  (>()  days  after  the  45-day 
review  period  begins). 

(ii)  Dis])utes  which  are  not  resolved 
by  15  days  after  the  end  of  the  review 
and  correction  period,  may  still  he 
resolv(ul.  hut  any  changes  resulting  from 
the  disputes  may  be  made  until  the  next 
time  the  data  is  ndreshed. 

(iii)  If  the  dispute  is  not  re.solv(;d  by 
15  days  after  the  end  of  the  45-day 
review  and  correction  period.  CM.S 
publicly  reports  and  aggregates  the 
applicable  manufacturer’s  or  applicabh; 
group  ])urcha.sing  organization's  version 
of  the  payment  or  otlier  transfer  of 
value,  or  ownershij)  or  investment 
intenjst  data,  but  marks  the  pavment  or 
other  transfer  of  value  or  ownershij)  or 
investment  interest  as  dis|)uted. 

(h)  lurors  or  omissions.  (1 )  If  an 
a])])licai)ie  manufacturer  or  a])j)licable 
grouj)  jnirchasing  organization  discovers 
an  error  t)r  omission  in  its  annual  rei)ort. 
it  must  submit  corrected  information  to 
(IM.S  immediatelv  u|)on  confirmation  of 
the  error  or  omission. 

(2)  llj)on  receij)t.  (]M,S  notifies  the 
affected  covered  reci])ient  or  ])hysician 
owner  or  inve.stor  that  the  additional 
information  has  been  submitted  and  is 
available  for  review.  (IMS  ujjdates  the 


Web  site  at  least  once  annually  with 
corrected  information. 

§403.910  Delayed  publication  for 
payments  made  under  product  research  or 
development  agreements  and  clinical 
investigations. 

(a)  (ionorol  riilo.  (Certain  research 
j)avments  or  other  transfers  of  value 
made  to  a  covered  reci|)ient  by  an 
a|)|)licahle  manufacturer  under  a 
jn'oduct  re.seari;h  or  develojnnent 
agreement  may  he  delayed  from 
|)ul)lication  on  the  Web  site.  Publication 
of  a  i)aynient  or  other  transfer  of  value 
is  delayeil  when  made  in  connection 
with  the  following  instances: 

(1)  Research  on  or  develoj)ment  of  a 
new  drug,  device,  biological,  or  medical 
sui)])ly.  or  a  new  a|)])lication  of  an 
existing  drug,  device,  biological,  or 
medical  su])])!}'. 

(2)  (dinical  investigations  regarding  a 
new  drug,  device,  biological,  or  medical 
su|)|)ly. 

(b)  liosnarch  or  dovolopmtml 
(i<’room(mi.  The  research  or 
develojnnent  agreement  must  include  a 
written  agreement,  a  research  jirotocol, 
or  both  between  the  aj)j)lic:al)le 
manufacturer  and  covered  recij)ient. 

(c)  Unto  of  piihlicotion.  Payments  or 
other  transfers  of  value  eligible  for 
delayed  j)uhlication  must  he  rejiorted  to 
(’.M.S  (in  the  manner  nHjnired  in 
§403.1)04(1))  on  the  first  rej)orting  date 
following  the  year  in  which  they  occur, 
hut  (IMS  does  not  j)ul)licly  j)ost  the 
j)ayment  until  the  fir.st  annual 
j)uhlication  date  after  the  earlier  of  the 
following; 

(1)  The  date  of  the  aj)j)roval.  licensure 
or  clearance  of  the  covered  drug,  device, 
biological,  or  medical  suj)j)ly  by  FDA. 

(2)  Four  calendar  years  after  the  date 
the  payment  or  other  transfer  of  value 
was  made. 

(d)  Notification  of  dclavcd 
pnhiication.  (1)  An  aj)j)licahle 
manufacturer  mu.st  indic;ate  on  its 
research  rej)ort  to  (IM.S  whether  a 
j)ayment  or  other  transfer  of  value  is 
eligible  for  a  delay  in  jniblication.  The 
absence  of  this  indic;ation  in  the  rej)ort 
will  result  in  (AIS  j)osting  all  j)avments 
j)uhlicly  in  the  first  year  of  j)ul)lic 
rej)orting. 

(2)  An  aj)j)licahle  manufacturer  must 
continue  to  indicate  annuallv  in  its 
rej)ort  that  FDA  aj)j)roval,  licensure,  or 
clearance  of  the  new  drug,  device, 
biological  or  medical  suj)j)lv  to  which 
the  j)ayment  or  other  transfer  of  value  is 
related,  is  j)ending. 

(3)  An  aj)j)lical)le  manufacturer  mu.st 
notify  (IMS  during  subsecjuent  annual 
submissions,  if  the  new  drug,  device, 
biological  or  medical  suj)j)ly,  to  which 
the  j)ayment  is  related  (or  the  new 


aj)j)lication  of  the  existing  drug,  device, 
biological,  or  medical  suj)j)ly).  is 
aj)i)roved  by  the  FDA. 

(4)  Failure  to  notify  ("MS  when  FDA 
aj)j)roval  occurs  may  he  considered 
failure  to  rej)ort.  and  the  aj)j)lical)le 
manufacturer  may  be  subject  to  civil 
monetary  jienalties. 

(5)  If,  after  4  years  from  the  date  of  a 
j)ayment  first  aj)j)earing  in  a  rej)ort  to 
CMS.  there  is  an  indication  in  a  rej)ort 
that  the  j)ayment  is  subject  to  delayed 
rej)orting,  it  is  rej)orted  regardless  of  the 
indication. 

(e)  Confidentiality.  Information 
submitted  and  eligible  for  delayed 
j)uhlicalion  is  considered  c:onfidential 
and  will  not  be  subject  to  di.sclosure 
untler  5  II.S.C.  552,  or  any  similar 
Federal.  State,  or  local  law,  until  on  or 
after  the  date  on  which  the  information 
made  available  to  the  public  as  reejuired 
in  this  section. 

§403.912  Penalties  for  failure  to  report. 

(a)  Vailnrc  to  report.  (1)  Any 
aj)j)lical)le  manufacturer  or  aj)j)lical)le 
grouj)  j)urchasing  organization  that  fails 
to  timely,  accurately  or  comj)letely 
rej)ort  the  information  reejuired  in 
accordance  with  the  rules  established 
under  this  suhj)art  is  subject  to  a  civil 
monetary  j)enalty  of  not  less  than 
Si .()()().  hut  not  more  than  SI  ().()()().  for 
each  j)ayment  or  other  transfer  of  value 
or  ownershij)  or  investment  interest  not 
rej)orted  timely,  accurately,  or 
comj)letely. 

(2)  The  total  amount  of  civil  monetary 
j)enalties  imj)osed  on  each  aj)j)lical)le 
manufacturer  or  aj)j)lical)le  grouj) 
j)urchasing  organization  (regardless  of 
whether  the  aj)j)lical)le  manufacturer 
was  a  j)art  of  a  con.solidated  rej)ort)  with 
resj)ect  to  failures  to  rej)ort  in  an  annual 
submission  of  information  will  not 
exceed  Si  5().()l)(). 

(h)  Knowing  failure  to  report.  (1)  Anv 
aj)j)licahle  manufac:turer  or  aj)j)lical)le 
grouj)  j)urchasing  organization  that 
knowingly  fails  to  timely,  accurately  or 
comj)letely  report  the  information 
nujuired  in  accordance  with  the  rules 
established  under  this  suhj)art  is  subject 
to  a  civil  monetary  j)enalty  of  not  less 
than  Si (),()()(),  but  not  more  than 
Si 00. 000,  for  each  j)ayment  or  other 
transfer  of  value  or  ownershij)  or 
investment  interest  not  rej)orted  timely, 
acc;urately,  or  comj)letelv. 

(2)  The  total  amount  of  civil  monetary 
j)enalties  imj)o.sed  on  each  aj)j)lical)le 
manufacturer  or  grouj)  j)urchasing 
organization  (regardless  of  whether  the 
aj)j)licahle  manufacturer  was  a  j)art  of  a 
consolidated  rej)ort)  with  resj)ect  to 
knowing  failures  to  rej)ort  in  an  annual 
submi.ssion  of  information  will  not 
exceed  SI  .001). ()()(). 
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(e)  Total  annual  civil  inonctaiv 
penalties.  Th(!  amount  of  civil  moiuitary 
])enalti(;s  imposed  on  each  applicable 
manufactur(!r  or  apj)lical)le  group 
piircliasing  organization  under 
paragra])hs  (a)(1)  and  (1))(1)  of  this 
.section  are — 

(1)  AggriJgated  se])arately; 

(2)  Subject  to  separate  aggregate  totals 
under  paragra])hs  (a)(2)  and  (h)(2)  of  this 
.section,  with  a  maximum  combined 
annual  total  of  .$1  .l.'iO, ()()(). 

(d)  Determinations  regarding  the 
amount  of  civil  monetaiv  penalties.  In 
determining  the  amount  of  the  civil 
monetary  penalty,  factors  to  he 
considered  include,  hut  are  not  limited 
to,  the  following: 

(1)  The  length  of  time  the  applicable 
manufacturer  or  applicable  group 
])urchasing  organization  failed  to  report, 
including  the  length  of  time  the 
applicable  manufacturer  or  a])])licahle 
group  jjurchasing  organization  knew  of 
the  payment  or  oth(;r  transfer  of  vahu!. 
or  ownership  or  investment  interest. 

(2)  Amount  of  the  pavment  the 
ajjplicahle  manufacturer  or  ai)plicahle 
grouj)  ])urcha.sing  organization  failed  to 
re])orl. 

(3)  bevel  of  culpability. 

(4)  Nature  and  amount  of  information 
r(;ported  in  error. 

(.^))  Degree  of  diligence  (!X(!rcised  in 
correc:ling  information  report(!d  in  error. 

(e)  Hecord  retention  and  audits.  (1) 
Maintenance  of  records,  (i)  Applicable 
manufacturers  and  applicable  group 
purchasing  organizations  must  maintain 
all  hooks,  contracts,  records,  documents, 
and  other  evidence  sufficient  to  enable 
the  audit,  evaluation,  and  inspection  of 
the  apj)licahle  manufacturer’s  or 
applicable  group  purchasing 
organization’s  compliance  with  the 
recpiirement  to  timelv,  accuratelv  or 
com])letely  submit  information  in 


accordance  with  the  rules  established 
under  this  suhpart. 

(ii)  The  items  de.scrihed  in  ])aragraph 
(e)(l)(i)  of  this  .section  must  he 
maintained  for  a  period  of  at  least  .'i 
years  from  the  date  the  pavment  or  other 
transfer  of  vahu!,  or  owikhsIu])  or 
investment  interest  is  published 
l)ul)licly  on  tin;  Web  site. 

(2)  Audit.  IIHS.  CiMS,  OKI  or  their 
desigiKies  may  audit,  inspect, 
investigate  and  evaluate  any  hooks, 
contracts,  records,  documents,  and  other 
evidence  of  apjjlicahle  manufacturers 
and  a])j)lical)le  groii])  purchasing 
organizations  that  pertain  to  their 
compliance  with  the  recjiiirement  to 
timely,  accurately  or  c:ompletely  submit 
information  in  accordance  with  the 
rules  established  under  this  suhpart. 

(3)  The  recjuirenients  in  this  suhjjart 
are  in  addition  to,  and  do  not  limit,  any 
other  apjjlicahle  re(|uirements  that  mav 
obligate;  applicable  manufacturers  or 
ajjplicahle  group  liurchasing 
organizations  to  retain  and  allow  access 
to  records. 

(f)  Use  of  funds.  Funds  collected  by 
the  Secretary  as  a  result  of  the 
im])osition  of  a  civil  monetary  ])enalty 
under  this  section  must  he;  u.sed  to  carrv 
out  the  o])eration  of  this  suhpart. 

(g)  Notice,  hearings.  appe(ds,  and 
collection.  Clivil  mom;tary  i)enalti(;s 
imposed  under  this  section  are  subji;ct 
to  the  |)rovisions  set  Ibrth  in  snbparts  A 
and  8  of  part  402  of  this  chajjter, 
including  those  jeertaining  to  notice, 
opportunity  for  a  hearing,  appeals 
procedures,  and  collection  of  penalties. 

§  403.91 4  Preemption  of  State  laws. 

(a)  General  rule.  In  the  ca.se  of  a 
jjayment  or  other  transfer  of  value 
provided  by  an  aj)plical)le  manufacturer 
to  a  covered  recipient,  this  sub]jart 
l)reein])ts  any  .statute  or  regulation  of  a 
State  or  political  subdivision  of  a  State 


that  recjuires  an  a|)plicahle  manufacturer 
to  disclose  or  report,  in  any  format,  the 
type  of  information  regarding  the 
])ayment  or  other  transfer  of  value 
retjuired  to  hi;  reported  under  this 
suhi)art. 

(h)  Information  collected  for  public 
he(dth  purposes.  (1)  Information 
reijuired  to  he  reported  to  a  Imderal. 
.State,  or  local  governmental  agency  for 
public  health  surveillance, 
investigation,  or  other  public  health 
])ur])oses  or  health  oversight  purposes 
must  still  he  rej)orted  to  appropriate 
Federal,  .State,  or  local  governmental 
agencies,  regardless  of  whether  the  same 
information  is  required  to  be  reported 
under  this  subjjart. 

(2)  (Governmental  agencies  include, 
hut  are  not  limited  to.  the  following: 

(i)  Agencies  that  are  charged  with 
preventing  or  controlling  disease, 
injury,  disability. 

(ii)  Agencies  that  conduct  oversight 
activities  authorized  by  law,  including 
audits,  investigations,  inspections, 
licensure  or  disci])linary  actions,  or 
other  activities  neces.sarv  for  oversight 
of  thi;  health  care  system. 

(C.alalog  of  f’liileral  Doinoslic.  Assistance 
I’rograni  No.  !).'{. 778.  Medical  Assistance 
I’rograin;  Program  No.  93. 773,  Miidicari; — 
Hospital  Insurance:  and  Program  No.  !)3.774, 
Medicare — .Sn))|)lem(;ntarv  Medical 
Insuranci;  Program) 

Hat(;d:  )ulv  2.  21)12. 

Marilyn  I’avenner, 

Acting  Administrator.  Cienters  for  .Medicare 
(t  Medicaid  Seivices. 

Ai)j)roved:  fannarv  23.  2013. 

Kathleen  Sebelius, 

Secretary.  Department  oflle(dtli  and  Unman 
Seivices. 
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DEPARTMENT  OF  AGRICULTURE 
Food  and  Nutrition  Service 
7CFR  Parts  210  and  220 
[FNS-2011-0019] 

RIN  0584-AE09 

National  School  Lunch  Program  and 
School  Breakfast  Program:  Nutrition 
Standards  for  All  Foods  Sold  in  School 
as  Required  by  the  Healthy,  Hunger- 
Free  Kids  Act  of  2010 

AGENCY:  Food  and  Nutrition  Service, 
USDA. 

ACTION:  I’roposed  rule. 

SUMMARY:  This  rule  ])roj)oses  to  amend 
the  National  School  Lunch  Program  and 
School  Breakfast  Program  regidations 
consistent  with  amendments  made  in 
the  Healthy,  Hunger-Free  Kids  Act  of 
2010  (HHFKA).  The  HHFKA  recinires 
that  the  Secretary  ])romulgate  pro])o.sed 
regulations  to  e.stahlish  nutrition 
standards  for  foods  .sold  in  schools  other 
than  thos(!  foods  provided  under  the 
Child  Nutrition  Act  of  1980  ((iNA)  and 
the  Richard  B.  Russtdl  National  School 
Lunch  Act  (NSLA).  The  HHFKA  amends 
the  CNA,  requiring  that  such  standards 
shall  he  c:onsistent  with  the  most  recent 
Dietary  Cuidelines  for  Americans  and 
that  the  .Secretary  shall  consider 
authoritative  .scientific 
recommendations  for  nutrition 
.standards;  existing  school  nutrition 
standards,  including  voluntary 
.standards  for  beverages  and  snack  foods; 
current  .State  and  local  .standards;  the 
practical  application  of  the  nutrition 
.standards;  and  s])ecial  exemjjtions  for 
infrequent  school-sjjonsored  fundraisers 
(other  than  fundraising  through  vending 
machines,  school  stores,  snack  bars,  a  la 
carte  sales  and  any  other  exclusions 
determined  by  the  .Secretary).  The 
HHFKA  also  amended  the  N.SLA  to 
re(juire  that  .scdiools  ])artici])ating  in  the 
National  .School  Lunch  I’rogram  make 
potable  water  availahh;  to  children  at  no 
charge  in  the  jjlace  where  lunches  are 
.served  during  the  meal  service,  'fhese 
proposed  changes  are  intended  to 
imjnove  the  health  and  w(!ll-h(!ing  of 
the  Nation’s  children,  increase 
consnm])tion  of  healthful  foods  during 
the  school  day  and  create  an 
environment  that  reinforc:es  the 
development  of  healtliv  eating  liahits. 
DATES:  Gidine  comments  submitted 
through  the  Federal  eRnlemaking  Portal 
on  this  ])roj)osed  rule  must  he  received 
on  or  before  A])ril  9.  2013.  Mailed 
comments  on  this  rule  must  he 
postmarked  on  or  hcTore  A])ril  9,  2013. 


(Joninunits  on  Poporwork  Reduction 
Act  voquivomonts:  (’.omments  on  tlie 
information  collection  re(]uirements 
associated  with  this  rule  mn.st  he 
received  by  April  9.  2013. 

ADDRESSES:  The  Food  and  Nutrition 
.Service  (FN.S)  invites  interested  persons 
to  snhmit  commcmts  on  this  ])roj)o.sed 
rule,  (’.omments  may  l)e  submitted  by 
eitlier  of  the  following  metliods: 

•  Fadarol  oRnlonuiking  Porlol: 
(Comments  on  the  provisions  in  this  rule 
must  he  received  on  or  before  A|)ril  9, 
2013  to  he  assured  of  consideration.  Go 
to  http:// WWW. rogulaiions.gov,  select 
“Food  and  Nutrition  Service’’  from  the 
agency  drop-down  menu,  and  click 
“.Submit.”  in  the  Docket  ID  column  of 
the  search  results  select  “FNS-2011- 
0019”  to  submit  or  view  jjublic 
comments  and  to  view  .supj)orting  and 
related  materials  available 
electronically.  Information  on  using 
Regnlations.gov,  including  instructions 
for  accessing  documents,  submitting 
comments,  and  viewing  the  docket  after 
the  close  of  the  comment  period,  is 
available  through  the  site’s  “User  Tips” 
link. 

•  Bv  Mail:  Mailed  comments  on  the 
provisions  in  this  rub;  must  he 

])ost marked  on  or  before  April  ‘),  2013 
to  he  assured  of  consideration  and 
should  h{!  sent  to  julie  Bnnver,  (ihief. 
Policy  and  Program  Development 
Branch,  (ihild  Nutrition  Division,  Food 
and  Nutrition  .Service,  P.O.  Box  00874. 
.Saint  Louis,  MG  03100. 

All  submissions  received  in  response 
to  this  propo.sed  rule  will  he  included 
in  the  record  and  will  he  available  to  the 
public.  Please  he  advi.sed  that  the 
substance  of  the  comments  and  the 
identity  of  the  individuals  or  entities 
submitting  comments  will  he  subject  to 
])uhlic  disclo.sure.  FN.S  will  also  make 
the  comments  j)uhlicly  available  by 
posting  a  copy  of  all  comments  on 
http://www.rogiiIaiions.gov. 

FOR  FURTHER  INFORMATION  CONTACT;  Julie 
Brewer,  Chitd'.  Policy  and  Program 
Develoj)ment  Branch,  Child  Nutrition 
Division,  Food  and  Nutrition  .Service, 
3101  Park  (ienter  Drive,  Alexandria, 
Virginia  22302,  or  hv  telephone  at  (703) 
30.'j-2.'590. 

SUPPLEMENTARY  INFORMATION: 

Executive  Summary 

Parposo  of  t ho  Bogalatory  Action 

'I’liis  i)roposed  rule!  sets  forth 
provisions  to  implement  .sections  203 
and  208  of  Public  Law  111-290,  the 
Healthy,  Hunger-Free  Kids  Act  of  2010 
(HHFKA)  for  schools  that  partici|)ate  in 
the  National  .School  Lunch  Program 
(N.SLP)  and  the  .School  Breakfa.st 
Program  (.SBP).  This  rule  pro])o.ses  to 


amend  the  N.SLP  and  SBP  regulations 
consistent  with  amendments  made  in 
the  HHFKA.  The  HHFKA  reepures  the 
.Secretary  to  j)ronudgate  proposed 
regulations  to  e.stahlish  nutrition 
standards  for  foods  .sold  in  schools  other 
than  those  foods  |)rovided  under  the 
Child  Nutrition  Act  of  1900  (("NA)  and 
the  Richard  B.  Rus.sell  National  .School 
Lunch  Act  (N.SLA).  The  HHFKA 
specifies  that  such  nutrition  standards 
aj)ply  to  all  foods  sold  (a)  outside  the 
.school  meal  programs:  (h)  on  the  school 
campus;  and  (c)  at  any  time  during  the 
school  day.  In  addition,  the  HHFKA 
recjuires  that  such  .standards  he 
consistent  with  the  most  recent  Dietary 
Cuidelines  for  Americans  and  that  the 
Secretary  consider  authoritative 
.scientific  recommendations  for  nutrition 
standards:  existing  school  nutrition 
standards,  including  voluntary 
standards  for  beverages  and  snack  foods: 
current  .State  and  local  .standards:  the 
practical  application  of  the  nutrition 
standards;  and  special  exemptions  for 
inlixxjiient  school-sponsored  fimdrai.sers 
(other  than  fundraising  through  vending 
machines,  school  stores,  snack  bars,  a  la 
carte  sales  and  anv  other  exclusions 
determimnl  by  the  .Secretary).  'Lhese 
])ro|)o.sed  changes  are  intended  to 
imin'ove  the  health  and  well-being  of 
the  Nation’s  children,  increase 
consumption  of  healthful  foods  during 
the  .school  day  and  create  an 
environment  that  reinforces  the 
development  of  healthy  eating  habits. 

The  standards  for  food  and  beverages 
proj)o.sed  in  this  rule  represent 
minimum  standards  that  local 
educational  agencies,  scdiool  food 
authorities  and  schools  would  he 
required  to  meet.  .State  agencies  and/or 
local  schools  would  have  the  discretion 
to  establish  their  own  standards  for  non¬ 
program  foods  .sold  to  children  should 
they  wish  to  do  so.  as  long  as  such 
standards  are  consistent  with  the  final 
minimum  standards.  This  ride  also 
projio.ses  to  codify  a  provision  of  the 
HHF’KA  that  requires  schools 
participating  in  the  N.SLP  to  make  free, 
potable  water  available  to  children  in 
the  place  lunches  are  .served  during 
meal  serx  ice. 

Summary  of  Major  Provisions 

In  formulating  the  proposal,  ll.SDA 
considered  the  Institute  of  Medicine’s 
(IGM)  2007  Nutrition  Standards  for 
IMods  in  Schools:  Uniding  tho  UVu' 
Toward  Hocdthior  Youth  report,  and 
reviewed  nutrition  standards  developed 
by  other  entities,  including  existing 
.State  and  local  standards,  and  vohmtarv 
•standards  developed  hv  organizations 
such  as  the  Alliance  for  a  Healthier 
Cieneration  (AH(i).  Rather  than  offer  a 
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single  apjjroach,  the  projjosal  offers 
alternatives  in  several  areas  and 
rc'tpiests  connnent  on  the  relative  merits 
of  (sich  of  the  alternatives.  (These  are 
notiul  below.) 

Food  Reijuireinents — Under  tin; 
pro|)osed  rule,  anv  food  .sold  in  .schools 
must: 

(1)  Be  either  a  Iniit.  a  vagotcihla.  a 

(htirv  product,  ii  protein  food,  a  “wholc- 
<ir(tin  rich” gndn  product  or  more 

whole  grains  by  weight  or  hav(!  whole 
grains  as  the  first  ingrediimt).  or  a 
conibination  food  that  contains  at  least 

4  cup  of  fruit  or  vegetable;  or 

(2)  ('.ontain  10%  of  the  Daily  Value 
(DV)  of  a  nutrient  cited  as  a  public 
health  concern  in  the  2010  Dietary 
(Guidelines  for  Americans  (D(',A) 
(calcium,  potassium,  vitamin  D.  or 
fiber). 

Additionally,  foods  sold  must  meet  a 
range  of  calorie  and  nutrient 
re(iuirements: 

•  Total  fat  must  he  <8.')%  of  calories; 
satiirotcd  fat  mu.st  he  <10%  of  calori(;s; 
and  trails  fat  must  he  Og  as  stated  on  the 
label.  Fxem|)tions  are  provided  for 
nuluciul  fat  chee.se;  nuts  and  nut  butters 
without  other  ingredients  and  .seafood 
with  no  added  fat. 

•  .Snack  itiaus  shall  contain  <200 
milligrams  of  .sodium.  l*'or  entree  if(!ms, 
sodium  hivels  must  be  <480  milligrams 
per  portion,  for  non-N.SblVSBP  entree 
items. 

•  For  total  suf>ar  levels  the  proposal 
includes  two  alternatives:  one  is  <85% 
of  calories  and  tin;  other  is  <85‘/^>  of 
weight.  Kxemptions  are  provided  for 
fruits  and  vegetables  packed  in  juice  or 
extra-light  syrup  and  for  c(!rtain  yogurts. 

•  Snack  iiems  have  a  limit  on  calories 
of  <200  calories  ])er  jjortion.  Non- 
N.SbP/SBP  entree  items  have  a  calorie 
limit  of  <850  calories. 

The  proposal  includes  two 
alternatives  to  exempt  one  set  of  foods 
from  the  food  recpiirement.s — NSLP/SBP 
entrees  and  side  dishes  sold  a  la  carte. 
The  first  alternative  would  subject 
N.SLP/.SBP  numu  items  onlv  to  the  fat 
and  sugar  standards  with  no  Restrictions 
regarding  timeframes  for  the  service  of 
such  items  .sold  a  la  carte.  The  second 
alternative  would  exempt  anv  menu 
item  served  as  part  of  the  NSLP  or  .SBP. 
subject  to  sj)(!cific  timeframe  Restrictions 
as  outlined  in  the  proposcul  rule  (the 
day  that  they  are  served  in  a  meal  or 
within  4  oj)erating  davs  of  service). 

Heverage  reipdreinents 

Under  the  pro])osal.  all  schools  may 
.sell  j)lain  water.  |)lain  low  fat  milk, 
plain  or  flavoRul  fat-lRu;  milk  and  milk 
alternatives  pcjrmitted  by  NSLP/SBP. 
and  100%  fruit/vegetahle  juice.  Portion 
sizes  of  milk  and  juice  vary  by  the  age 


of  .students.  Elementary  schools  may  sell 
up  to  8-ounce  ])ortions.  Middle  .schools 
and  high  .schools  may  sell  uj)  to  12- 
ounce  ])ortions. 

Beyond  this,  tlu;  |)ropo.sal  offers 
additional  beveragi;  options  in  high 
.schools.  The.se  include  20  ounce 
servings  or  less  for  calorie-free,  fiavoriul 
and/or  unllavored  carbonated  wat(;r  and 
other  calorie-fre(!  l)(!V(!rages  that  complv 
with  the  Food  and  Drug  Administration 
(IdlA)  standard  of  <5  cals/si;rving. 

Additionally,  the  propo.sal  would 
allow  12  ounce  .servings  of  other 
beverages  within  a  specifuid  calorie 
limit.  The  proposal  offers  two 
alternatives  for  this  limit.  Tlu;  fir.st  is  < 

40  cals/8  oz  serving  (or  <  (iO  cals/12  oz 
serving),  and  the  second  is  50  cals/8  oz 
serving  (or  75  cals/12  oz  serving).  .Such 
beverages  shall  not  he  available  in  the 
imud  .service  area  during  the  meal 
service  jaaiods. 

Accompaniments — The  ])ropo.sal 
iHKjuires  accompaniments  to  be  pre¬ 
portioned  and  offeRul  only  wlam  food  is 
sold.  In  addition,  accom|)animent.s  must 
“fit”  within  the  nutriemt  ])rofil(;  of  the 
food  that  they  accom])any. 

Fimdraiser.s — Tlu;  sah;  of  food  items 
that  me(!l  the  pro])o.sed  nutrition 
recpiiRMuents  at  fimdraisins  would  not 
h(!  limitcul  in  any  wav  under  tlu; 
proposed  rule.  However,  the  law 
))(!rmits  U.SDA  to  allow  for  a  limit(ul 
numh(!r  of  fundraistns  to  .sell  food  and 
beverage;  il(;ms  that  do  not  m(;et  the 
projeosed  nutrition  R;(piirem(;nt.s. 
Because  of  the  wide  vari(;lv  of  options 
available  with  regard  to  the  freepiency  of 
fundrai.ser  exemptions,  the  j)ropo.sed 
rule  includ(;s  two  alternative 
a|)])roach(;.s  that  ])rovide  discretion  to 
.State  agencies  in  determining  the 
freeiuency  with  which  such  fundraising 
activities  may  take  place,  and  reque.sts 
other  sugge.stions.  The  ])roposed 
standards  would  not  a])ply  to  non- 
school  hours,  weekemls  and  ofi-cam|)us 
fundraising  events. 

(Gosts  and  Benefits 

The  princi])al  h(;n(;fit  of  the  proposed 
rule  is  im])rovement  in  public  health. 
The  ])rimarv  ]mrpo.se  of  the  proj)osed 
rule  is  to  ensure  that  comp(;titive  foods 
are  consistent  with  the  mo.st  recent 
DUA,  effectively  holding  competitive 
foods  to  the  same  .standards  as  other 
foods  sold  at  .school  during  the  school 
day.  'I’lu;  link  between  poor  diet  and 
health  problems  (such  as  childhood 
obesity)  is  a  matter  of  jiarticular  ])olicv 
concern  because  the  relevant  health 
|)rohlem.s  |)roduce  significant  social 
co.sts;  imposing  nutrition  standards  on 
competitive  foods  is  one  way  to  ensure; 
that  childR;n  are  provided  with  healthy 
food  ojetions  throughout  the  school  day. 


We  anticipate;  the;  pre)])e).se;el  ride;  will 
result  in  signifie;ant  e.hanges  tei  the 
nutritieimil  eiuality  of  e:om])e;titive;  foeiels 
iivailahle;  in  schools,  althenigh  it  is  not 
possible  tei  ejuantify  those;  he;nefit.s  on 
overall  eliets  eir  stuelent  he;alth.  Exe'.e;s.s 
hoely  weight  has  lemg  l)e;e;n 
demonstrated  tei  have;  aelverse;  he;alth. 
.se)e:ial,  ])sye;hole)gie:al.  anel  e;e;e)ne)mie: 
con.se;epie;ne:e;s  for  affe;e:te;el  aelults.  and 
receait  re;.se;are:h  has  also  elemonstrateel 
that  e;xe;e;ss  heiely  weight  has  ne;gative; 
impae:t.s  feir  obese  anel  eiverweight 
childreai.  Ancillary  he;nefit.s,  whie:h  are 
alsei  neit  epiantifieihle  at  the;  jiresent  time, 
may  also  be;  realizeel  by  the;  nutritiem 
stanelarels  in  the;  preipei.seel  rule,  e.g., 
improving  the;  nutritiemal  value  eif 
e:e)mj)e;titive  fooels  will  sujiport  the; 
effeirts  eif  parents  tei  jireimeite  he;althy 
choie:e.s  at  home  and  at  .si:he)ol.  R;infore:e; 
sediool-haseel  nutrition  eelue:atie)n  and 
preimeition  e;ffe)rt.s,  anel  e:ontrihute 
.signifie:antly  tei  the;  overall  e;ffe;e;tivene;.s.s 
of  the;  .seihool  nutrition  e;nvironme;nt  in 
])rome)ting  he;althful  feieiel  anel  phy.sie:al 
ae:tivity  e;iie)ie:e;.s. 

The;  pro])ose;el  rule;  R;ejuire;s  schools  tei 
impreive;  the;  nutritional  e|ualitv  of  feieiels 
offe;R;el  for  sale;  to  stuelents  outsiele;  of 
the;  Feeleral  se;he)ol  lune;h  and  si:he)ol 
hre;akfast  iireigrams.  The  new  stanelarels 
a])])ly  to  feioels  solel  a  la  e:arte;,  in  se;hool 
ste)R;s.  snae:k  bars,  eir  veneling  mae:hine;s. 
Upon  imi)le;me;ntation  eif  the;  rule, 
studeaits  will  fae:e;  n(;w  fooel  e:hoice;.s 
from  these  .soure:e;s.  The;  new  e:he)ie:e;.s 
will  me;e;t  stanelarels  for  e:alorie;s,  fat, 
.saturateel  fat,  sugar,  and  .seielium,  .mil 
have;  whole;  grains,  low  fat  dairy,  fruits, 
ve;ge;tahle;s.  or  protein  feieiels  as  their 
main  ingredients.  Our  analysis 
e;xamine;.s  a  range;  eif  jieissihle  hehavieiral 
reispeinses  of  stuelents  anel  .se;hools  to 
these;  e:hange;s.  Tei  eistimate  the;  e;ffe;e:ts  on 
.scheiol  revenue,  we;  look  to  the 
e;x]ie;riene:e  of  .sc;heieil  efi.strie:t.s  that  have 
adojiteel  or  jiiloteel  competitive;  foeiel 
R;feirm.s  in  R;e;e;nt  years.  While  no  .State 
stanelarel  aligns  to  all  eif  the  provisieins 
eif  the  propo.seel  rule,  the.se;  .State; 
preigrams  eiffer  the;  e:le).si;.st  “R;al-weirlel” 
analogue  to  the;  proposal. 

The;  available  infeirmation  inelie:ate;s 
that  many  se:hools  have;  sue:e;e;.ssfully 
introelue;e;el  e:om]ie;titive;  foeiel  refeirms 
with  little  eir  no  hiss  of  revenue.  In  seime; 
eif  theise  se;heiols,  los.ses  freim  re;due:eel 
.saleis  of  e;ompe;titive  feioels  were  fully 
offset  by  increia.ses  in  reimhursalile  me;al 
reveaiue.  In  either  .se;heiol.s,  stuelents 
respeineleel  faveirahly  tei  the  heialthier 
ojitieins,  and  e:eimpe;titive;  feieid  reivenue; 
ine;rease;el  or  remaineel  at  previeius 
levels. 

But  neit  all  .se:heiol.s  that  adeijited  eir 
piloteel  ceimpeititive  feieiel  stanelarels  fared 
as  well.  .Some  of  the;  same;  .stuelies  anel 
reports  that  highlight  school  .suce;e;s.s 


st()ri(,s  noto  that  othor  schools  sustain, ul 
losses  ah,;r  iinploinonting  similar 
slamlards.  The  compcjtitivo  food 
rovonuo  lost  hy  those  schools  was  not 
"iJsot  (at  least  not  fully)  by  revenue 
g.iins  Irom  the  reimhnrsahle  ni(;al 
projjrams. 

We  present  a  s,>ries  of  possible  school 
H-Y-nne  elfe,;ts  in  this  analysis  that 
I'ollect  the  variation  in  ontf.'omes  across 
tliose  case  studies,  differences  in  the 
adopted  nutrition  .standards  and 
inipleinentation  .strategies,  and 
•liiforonces  in  Ihe  .schools’ economic 
oircinnstances.  This  di.scnssion 
1  u.strate,s  a  range  of  jiotential  outcomes; 
u.  limited  nature  of  available  data  and 
tile  siihstantial  variation  in  .school 
ttxjieriences  to  date  prevent  anv 
a.s.Y|.s.sment  of  the  most  likely  outcome. 

I  lio  analysis  included  in  the  iiroposed 
rule  examines  the  ])o.s.sihle  effects  of  the 
projiosed  rule  on  school  rm'ennes  from 
competitive  foods,  the  adinini.strative 
cost.s  of  complying  with  the  rule  and  the 
oenehts  to  .school  children  '  The 
niagnitnde  ofthe.se  effects  is  subject  to 
consideral)  e  uncertainty;  the  ultimate 
inijiact  of  the  rule  will  he  determined  hv 
le  manner  in  which  .schools  implement 
tlie  new  standards  and  how  students 
respond. 

Background 

1  hi.s  rule  sets  forth  propo.sed 
provision.s  to  imiilement  .sections  203 
and  208  of  Public  Law  111-200  the 

film  KA),  which  set  conditions  on 
•schools  that  participate  in  ])rogram.s 
autlKirized  under  NSLA  and  the  CNA. 

Ihe  largest  of  tliese  ])rograni.s  are  the 
National  Schofil  Lunch  Program  (NSI  P)  i 
and  the  School  Breakfast  Program  (SBP).  ; 
NSLP  is  available  to  over  .'lO  million 

•11.8  million  children  jier  day  received  i 

9m Year  (FY)  1 
^01 1 .  In  that  same  FY,  SBP  served  an  f 

average  of  12.1  million  children  daily.  a 
Sf.tiools  that  iiarti,:ipate  in  the  NSLP"  f 

^Y'dcral  reinibnrsement  n 
and  IJSDA  Poods  (donated  H 

commodities)  for  lunches  that  meet  ^ 

program  nHiuirements.  The  level  of  L 

Poderal  .support  ]m,vided  varies  hv  the  ^ 
liou.sehold  im.ome  of  the  iiarticipating  P 
child,  with  the  highest  reiml)ur.semeut.s  A 
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'  I'or  simplicity  iind  Ix^cmisc  lli„  cdnsiimnlici,  ,,1 
h,cnkl.sl  is  rcinlivolv  imv 

umip.iiod  lc.tli,M:„n,sumpii„„  cil Competitive  loods 
■"  lunch,  w,  modd  the  shilt  Iron,  conlpeliti vc  foods 
<1  pioftiiim  meiils  :is  one  tlmt  tiikos  piece  et 
nm:h,.n,conly.  .SNOA-III  lonnd  that  ....npetitive 
*  KlY"  nYc<'ns,nncd  l,y  2!l  percent  oi  N.Sl.P  non^ 

I .  r YY-an  s  chnans  Iho  Inncl,  perio,l  in  .SY  2004- 

Put  tlial  co,npet,t.ve  foods  we,e  consmned  1,1  just 
•>t™  nl.SHl-non-participan,sdmin„the 
hroaklast  peiiod  (vol.  2.  Ial,le  VII.!|,  p,  2(i4). 


>cd  to  schools  hir  meals  provided  free  to  the 
(  hildien  eligible  for  such  meals. 

Availahilily  of  Water  During  the  Meal 
Service 

Section  20:toftheHnFKA  amen, Is 
•suction  y(a)  of  the  NSLA  (42  U.S.C.  ' 

,)1  (1  7.'’)8(a))  by  re(|uiring  that  .si:h,)ol.s 

P'O'Wapatingin  the  NSLP  make  potable 
s  )''‘*'Y'‘*';'''l^'l^lcto,:hihh-,uiatn,,,:han 
in  the  place  where  lunches  are  siirveif 
during  the  meal  .service.  This  is  a 

1  n4rl^'''A '■‘-'l"'''‘-'"cnt  of  the 
HHFKA  that  became  effective  (1,;toher  1, 

;s;  rhere  are  a  variety  of  wavs  that 
I  .schools  can  choo.se  to  imprement  this 

ruciuiremeiil.  For  , example,  .schools  ,:an 

ofhY  water  pit,:her.s  ami  ,:np.s  on  lunch 
f<ihlu.s.  a  water  fountain,  or  a  faucet  that 
!d  allows  stmlents  to  fill  their  ,)wn  bottles 
e  or  cu]i.s  with  drinking  water.  Whatevic 
ineth,),  IS  chosen,  the  water  must  he 
available  without  restriction  in  the 
e  where  meals  are  served. 

W  hile  jmtahle  water  is  re,juire,l  to  he 
nia,le  available  to  stmlents,  it  is  not 
con.sniered  part  of  the  reimhursahle 
V  meal,  ami  stmlents  are  not  retpiire,!  to 

*  -.v^V'n^'r  *  ""  «‘>P<'nite  fumling 

axailahle  for  this  provision  ami 

rumihur.sement  may  not  he  claiine,! 

I  lowever,  reasonable  ,;,)st,s  a.ssm.iate,! 
with  provuhng  potable  water  wouhl  he 
an  allowable  cost  to  the  n,)n-])r,)fil 
.sclio,)l  f,„„|  .sorvice  a,;c„unl.  Please  mite 
hat  Ills  proim.sed  rule  wouhl  also  apply 
o  afteischool  sua,;k  .servi,;,;  ,:laime,l 

liroughlheNSLP.  In  addition,  while 

Pc  statute  ,loe.s  not  specificallv  reipiire  ‘ 
that  jiotahle  water  he  serve,!  in  the 
S,,ho,)l  Br,;akfasf  Pixigram,  the  1 

availability  of  water  during  all  nmal  < 

.s,;i  vices  is  en,;,niraged.  , 

I  he  Department  niognizes  that  ,s,)me  ' 
food  .serv,(;e  areas  aml/or  pro,:edure,s  « 

may  icquire  .signifi,;ant  chang,;.s  to  a 

properly  implement  this  provision,  ami  P 

guidance  has  been  provi,le,l  to  State  ‘I 
agen,:ie.s  to  u.se  with  .scluiols.  The  h 

3,:partment  i.ssmul  an  imj)lementati,)n  ^ 

memorandum  entithid  “Child  Nutrition  1^ 

Keauthorization  2010;  Water  .'f 

Availability  During  National  School  C 

..um.h  Pnigram  M,;al  Servic,;.”  SP  28—  cl 
2011,  ,111  April  14,  2011,  ami  .'F 

particijiat,!,!  i„  the  Fo,),|  Re,sear,:h  ami  a. 
Actum  (,,;nter’.s  webinar,  “Strat,:gie.s  for  c\ 

.Su,:,;,;.s.s;  Making  Ihe  Most  of  th,)  N,nv  \V 

.S,:h,Yl  \Vat,ir  ami  Milk  R,i,iuir,mienls  ”  cl 
cn  May  24,  201 1 .  On  July  1 2,  201 1 ,  SP  ch 
28  201 1  was  nivi.se,!  t,)  provi,!,)  imir,;  Hi 
(lotaile,!  guidaiK.e  in  the  form  ofa  .seri,>.s  th 
cl  questums  ami  answers  reganling  the'  cH 

miplementati,)!!  of  the  water  p. 

re,juir,;ment.  This  nuamiramlum  is  _ 

available  on  Ihe  FNS  Web  site  at 

"Hp://iy\vn’.fns.us(ia.ooy/c„(J/ 

govevminca/policv.htm 

'  *  ’  nnt 


•State  agmicies  ami  hical  .s,;h,)ol  fo,,,! 
authorities  are  remimle,!  that  .s,:hool.s 
were  re,juire,l  to  comply  with  this 
pniVKsum  not  lat,>r  than"  the  beginning  of 
•School  ^  ,!ar  2011-12.  'riiis  ^ 

non,li.s,;reti,)nary  requirement  is 
mcluded  m  this  iirojio.sed  rule  as  an 
amemhimnt  to  (j  210.10(a)(i ). 

Nulrilion  Sfandard.s  for  Food  Sold  in 
^cliools  in  Competition  With  School 
Meals 


1  ..  "ctntion  jirograms  iilav 

I  uiti,;al  role  in  iiroviding  nutritious, 
balanced  meals  to  chihlren  ami 
promoting  healthy  lifestyles.  Major 
strides  have  been  ma,le  in  re,:ent  years 
c  improve  the  quality  of  meals  serve,! 
j  to  chihlren  through  Fe,leral  cliihl 

.  nutrition  iirograms.  Despite  this 

•significant  progress,  however, 
considerable  u'ork  remains  to  be  done  to 
improve  chihlren 's  ,iiet.s.  Available 
rc.s,iar,:h  has  consistently  shown  that  the 
diets  of  ,:hil,lren  in  the  II.S.  do  not  imud 
(.urrent  national  dietary 
re,:,mnnen,lation.s  for  nutrition  ami 
licalth  Overall.  ,;hil,lren  tmlav  have 
,  (liet.s  that  are  low  in  fruits,  vegetables, 
wluile  grams,  ami  dairy  f,)o,|.s  ami  high 

2010  D(,A  recommeml  that  Americans 
nua-ea.se  their  consumption  of  whole 
grams,  hut  a,:cor,iing  to  the  IJ  ,S 
,  Dcjiartmenl  of  Health  and  Human 

■^010.  only  7  per,:enl  of  ,:hil,lren  agt'.s  2 
to  Ift  years  currentiv  meet  this 
re,;,)nnnendati,)n. 

1  he  link  between  poor  diets  ami 
Health  iirohlems  such  as  chil,lho,),| 
olie.sity  are  a  matter  of  ])articular  policy 
eom:ern  given  their  .signifi,:ant  so,:ial  ‘ 
and  , economic  costs.  Obesity,  in 
addition  to  nutrition  and  jiliysical 
activity,  has  he,;ome  a  major  jnihlic 
health  concern  in  the  A,;cor,ling  to 
data  from  the  National  Health  ami 
utrition  Examination  Survey  2007— 

2008,  ;i4  percait  ,)f  the  IJ.S.  a,lult 
pojnilation  is  obese  and  an  additional 
•W  pigment  are  overweight  (Og,len  and 
Carroll.  2010).  The  treml  towanis 
obesity  is  also  e\  id,mt  among  chihlren; 

•1.  per,;ent  ofU.S.  chihlren  ami 
adolescents  are  now  con.siihaed 
overweight  or  ohe.se  (Bev,loun  ami 
\yang,  2011).  with  curnait  chihihood 
o hesity  rates  four  times  higher  in 
chihlren  ages  0  to  11  than  they  w,ae  in 

three  tunes  higher  (17  vs.  .<5  per,;,ait)  for 
adohiscents  ages  12  to  19  (lOM,  20071) 

P.  24).  rh,;.se  increases  are  share,!  a,:ro's.s 

■•Nuli  iti,,,,.  I'livsi,  ;,! 

YMmly.  mi.l  OI,„siU  .  Avnilnl.lo  «!  I, Up:// 

'>f<illnypo(>pl(‘.iic)v/2020/UII/ 

inilntion.asp\?Uih=(Uitu. 
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all  sotno-ocononiir.  c.lassos,  rogions  of  ina( 
the  country,  anil  have  attoctoil  all  majoi  cai 
racial  and  ethnic  gronjis  (Olshansky,  et  det 

Available  health  research  shows  a  Sci 
strong  association  between  obesity  and  ty): 
other  chronic  diseases,  ini.lnding 
cardiovascnlar  disease,  hypertension.  mi 

and  diabetes.  Cardiovasc.nlar  ihsea.se  is  otl 

the  leading  c.anse  oi  death  in  Aineiica.  <m 
resulting  in  .'iOO.OOO  animal  deaths.  Risk  on 
factors  for  cardiova.scnlar  disease  occur  nn 
with  innch  greater  Ireqnency  among  se 

ohe.se  children  than  they  do  among  R" 

normal  weight  c.hildren.  One  quarter  ol  A] 
c.hildren  ages 'i  to  10  show  early 

warning  signs  for  heart  disease,  such  as  jn 
elevated  blood  pressure  or  high  si’ 

cholesterol.  . 

This  and  other  evidence  indicates  a  tli 
need  to  imjirove  the  diets  of  children.  jn 
Since  a  significant  portion  oi  calories  ai 
consnmed  hv  c.hildren  takes  jilace  at  ii 

sc.hool.  iinjiroving  the  nutritional  prolile  a 
of  all  foods  sold  in  school  beyond  ti 

rederally-reimhiirsahle  meals  is  critic.al 
to  improve  the  diets  and  overall  health 
of  American  children  more  generally.  n 

and  to  ensure  that  more  c.hildren  trom  s 
all  ini'.ome  levels  ailojit  the  kind  ol 
healthful  eating  habits  and  lifestyles 
that  will  enable  them  to  live  healthier.  i 
more  proihic.tive  lives.  ] 

Section  2()H  of  the  1  IHl-K A  amended  ] 

Section  10  of  the  CNA  providing  the  ; 

Secretary  new  authority  to  establish 
nutrition  standards  lor  all  loods  and 
heverage.s  sold  outside  ol  the  kedeiiil 
child  nutrition  programs  in  schools. 
Siiec.ifically.  the  HHFKA  amended  the 
CNA  to  require  that  the  Sec.retary 
jiromiilgate  proposed  regulations  to 
establish  nutrition  standards  for  loods 
sold  in  .schools  other  than  those  foods 
iirovided  under  the  CNA  and  the  NSLA. 
The  provisions  sjiecify  that  the  nutrition 
standards  shall  apply  to  all  foods  sold 
(a)  outside  the  school  meal  iirograms;  (h) 
on  the  school  canqnis;  and  (c)  at  any 

time  during  the  school  day. 

The  jirovisions  further  stijmlate  that 
such  standards  he  c.imsistent  with  the 
most  recent  DCiA  and  that  the  Secretary 
c.onsider  authoritative  .scientific 
recommendations  tor  nutrition 
standards;  existing  school  nutrition 
standards,  including  voluntary 
standards  for  beverages  and  snac.k  foods 
and  current  State  and  local  standaiiks. 
the  practical  application  of  the  nutrition 
standards;  and  special  exemiitions  for 
infrequent  school-sponsored  fundraisers 
(other  than  fundraising  through  vending 


lor  (tXiiniplo.  I’ivvrnlin}’  ChiUUmml  Ohi^sitv: 
lll^(lllh  in  iJic  lldlancnby  liillroy  I’.  Koplnn. 

C-illuiiyn  r.  Livorniiiii.  and  Vivioa  A.  Kraak 
(Kditors).  CninmilUM!  on  Provciition  ol  Olrosity  in 
Cliildron  and  Yonih.  Washinslon.  IX'.;  Tlio  National 
Aoadoniios  I’ross.  2(HI.'i. 


machines,  school  stores,  snack  bars,  a  la  S/i 
carte  sales  and  any  other  exclusions  im 

determined  hv  the  Secretary). 

Prior  to  enactment  of  the  l  lllk'KA.  the  st. 
Secretary's  authority  to  regulate  the  in 

tyjies  of  "foods  sold  in  schools  was  he 

rimited  to  meal  pattern  requirements  lor  cli 
meals  served  under  NSIT  and  SHP  and  hi 
other  foods  .sold  in  the  food  service  ai 

areas  during  meal  periods.  Restrictions  re 
on  the  sale  of  foods  ol  minimal  e; 

nutritional  value  (FMNV)  in  loud 
servic.e  areas  during  meal  iieriods  are  li 
found  at  7  CFR  210.11  and  220.12  and  si 

Appendix  13  to  parts  210  and  220.  The  n 

term  “food  service  areas”  inean.s  any  t 

jilai'.e  where  school  meals  are  being  u 

served  or  consumed,  including  R 

c.las.srooms  and  multipurpose  room.s  r 

that  double  as  cafeterias  during  meal  ' 

jieriods.  The  Secretary  did  not  have  i 

authority  to  establish  regulatory 
requirements  lor  loods  sold  in  othei  i 

areas  of  the  .school  campus  or  at  other  i 

times  during  the  school  day.  • 

Wliile  meals  jirovided  through  the  i 

Federal  sc.hool  meal  iirograms  must 
meet  c.ertain  nutritional  requirements, 
schools  may  also  provide  foods  and 
beverages  outside  ol  these  programs, 
such  as  a  la  c,arte  items  in  the  school 
cafeteria  as  well  as  those  sold  thiough 
vending  mac.hines.  school  stores,  sc.hool 
fundraisers,  and  snack  bars.  These  loods 
are  c.ommonly  relerred  to  as 
“c.ompetitive  foods"  hec.ause  thev  are 
sold  in  competition  with  foods  ollered 
in  sc.hool  meal  iirograms.  The 
requirement  that  loc.al  educ.ational 
agencies  have  local  sc.hool  wellness 
liolicies.  pursuant  to  Sec.tion  t)A  of  the 
NSLA.  42  use  17H(ih.  was  initially 
established  in  the  C'.hild  Nutrition  and 
VVIU.  Reauthori/.ation  of  2()()4,  P.L.  108- 
*1.  20.'3.  and  further  strengthened  by  section 

m  204  of  the  1 IHFKA.  As  part  of  local 
wellne.ss  policies,  schools  are 
h)  encouraged  to  e.stahlish  their  ow  n 
standards  for  competitive  loods.  In 
many  ca.ses,  school  lood  authoiities 
1  have  been  very  suc.cesslul  in  increasing 
the  numher  of  healthy  offerings  in  the 
■y  area  of  competitive  food  sales  and 
developing  standards  lor  the  sale  ol 
suc.h  foods  and  beverages  in  sc.hools; 
however,  implementation  of  such 
polic.ies  has  been  varied.  Likewise, 

Ills  voluntary  cert ific.at ion  initiatives,  suc.h 
as  lISDA's  MealthierUS  School 
ion  Challenge  (flUSSC:)  and  the  Healthy 
r  Schools  iirogram  of  the  Alliance  lor  a 
;er.s  1  lealthier  Ueneration,  set  criteria  lor 
ing  competitive  foods  and  beverages  when 

schools  offer  them,  hut  not  all  sc.hools 

iiarticipate. 

The  goal  of  both  the  c.hanges  to  the 

nutrition  requirements  lor  NSLR  and 
"  I  S13P  meals  required  hv  the  LIHFKA  and 

contained  in  the  final  rule.  Nuirition 


Standards  in  lha  National  School  Lunch 
and  School  Break  fast  Programs.  (77  F’R 
4088,  lannair  20.  201 2),  and  the 
standards  for  c.ompetitive  loods  outlined 
in  this  proposed  rule  is  to  improve  the 
health  and  well  being  of  the  Nation’s 
children,  inc.rease  consumption  ol 
healthful  foods  during  the  school  day 
and  to  create  an  environment  that 
reinforces  the  develoiiment  of  healthy 

eating  habits.  ...  .  i  i, 

'Fliis  proi)()so(l  rulo  incliHuis  slandaids 
for  both  foods  and  beverages  .sold  in 
schools  outside  of  the  Federal  child 
nutrition  programs,  in  acc.ordance  with 
the  intent  of  the  UHFKA.  .Siiecilically, 
the  1  IHFKA  clearly  direc.ts  the  Siuaetary 
to  consider  authoritative  scientilic. 
recommendations  (which  include  tho.se 
for  both  food  and  beverages)  as  well  as 
existing  State,  local  and  other  voluntary 
.standards  for  beverages  and  snack  foods. 

All  such  standards  include  beverage 
standards.  In  addition,  the  Sec.retary’s 
authority  to  set  standards  with  regard  to 
reimhursahle  meals  has  historically 
included  beverages,  so  it  is  reasonable 
to  believe  that  in  extending  this 
authority  to  other  foods  .sold  in  schools, 
Congress  intended  to  include  heveiagi- 
.standards. 

Alternative  approac.hes  to  several  ot 
1  the  proposed  provisions  are  described 
^  in  the  preamble  of  this  rulemaking  and 
presented  in  the  proiio.sed  regulatory 
language,  in  order  to  solicit  jnihlic 
comment  on  their  merits.  Please  note 
that  the  order  in  whic.h  these 
alternatives  are  presented  is  not 
intended  to  indicate  a  jirelerred 
apjiroach. 

(Considerations 

As  jireviouslv  indicated,  the  nutiition 
,.i  standards  established  by  the  Sei.retarx 
must  he  c.imsistent  with  the  most  recent 
DCA.  which,  for  the  imrpo.ses  ol 
developing  this  jiroposed  rule,  are  the 
2010  Dietary  (niidelines  for  Americ.ans 
released  on  January  81, 2011.  'I  he 
g  guidelines  are  available  at  http.// 
mvw.cnpp. nsda.gov/ 
nictarvCnidclincs.htm.  In  developing 
the  c.ompetitive  lood  standards,  the 
Secretary  is  also  directed  by  the  HHFKA 
to  consider  authoritative  sc.ientilic 
rec.ommendations  lor  nutrition 
h  standards;  existing  .school  nutrition 
.standards,  including  voluntary 
standards  for  beverages  and  snack  loods 
and  State  and  local  standards;  and  the 
practical  application  of  the  nutrition 
,n  standards.  As  part  of  USDA’s  review  ol 

s  authoritative  scientilic 

recommendations  for  nutrition 
I  standards,  the  Agency  gave 

consideration  to  the  National 

ml  Academies'  Institute  of  Medic.ine  s 

(KIM)  2007  report  entitled  Nutrition 


.S’/f//7f/f;,Y/.s-  /o/-  Foods  ill  Schools:  Lcodiii" 
the  11  ay  I  oward  Healthier  Youth  " 
(availablo  at:  http://mvu-.cdc.oov/ 

lf<-(>ltl^yyoath/nutritiou/stamh 

In  addition,  tho  Dopartinont 
conducted  a  broad  roviow  of  nutrition 
standards  dovolopod  bv  other  entities. 

I  liose  included  IJSDA’s  HUSSC 
standards,  existing  State  and  local 
sc;boo|  inilrition  standards  for  foods  and 
l)everages  sold  in  competition  with 
school  meals,  and  exi.sting  voinntarv 
standards  and  recommendalions  that 
tiave  been  (levelojjed  by  various 
organizations  such  as  the  National 
Alliance  for  Nutrition  and  Activity  and 
the  Alliance  lor  a  Healthier  (Hmeration 

I  he  Department  also  .solicited  input 
from  Hideral  child  nutrition  inogram 
stakeholders,  including  nutrition  and 
health  ])role,ssionals,  academia, 
industry,  interest  groups  and  the  public: 
through  a  variety  of  channels.  Ininit 
gathered  from  these  various  sources  has 
served  to  a.ssist  the  Dejiartment  in 
formulating  the  standards  and  options 
propo.sed  in  this  rule.  The  practical 
ajjplication  of  the  c:onipetitive  food 
nutrition  .standards  in  .school  .settings 
was  a  key  consideration  for  all  of  the 
propo.sed  standards.  Additionally  over 
4.4()()  .schools  to  date  have  been  ‘ 
recognized  through  the  HIJ.SSC: 
initiative  and  have  adojited  strong 
competitive  foods  policies  as  part  of 

I  n  '■‘-‘■"Snition.  The 

IllJSSl,  criteria  for  competitive  food 
Iiohcies  is  ha.sed  on  lOM  , 

rocommendalions  that  jiromote  offerino  ' 
competitive  food  items  that  are  liinitecr  ^ 
in  caforicis  and  low  in  total  fat.  trails  fat.  •' 
saturated  fat,  sugar,  .sodium,  and  that  i 
also  limit  the  tyjies  and  portion  sizes  of  i 
leverages  that  can  he  .sold  in  r 

comiKitition  with  the  reimhursahle  5 

nicxil.  j 

This  proposed  rule  is  predicated  on  c 
lie  lYinciple  that  the  ju’esent  and  future  r 
health  and  well-being  of  school-age  tl 

children  is  jirofonndly  affected  hv  n 

dietary  intake  and  the  maintenance  of  a  s 
healthy  weight.  Schools  c:ontrihute  to  c 

current  and  lifelong  health  and  dietary  h 
piitterns  and  are  nni(|uelv  positioned  to  u 
model  and  reinforce  healthful  eating  ai 

behaviors  in  partnership  with  jiarents.  s, 
oac.hers,  and  the  broader  communitv 
t  lu:  practice  of  food  sales  in  ' 

competition  with  foderallv-reimhur.sahle 
program  meals  and  snatiks  is 
widespread.  In  .school  year  (SY)  2004- 
^OO.T  »2  percent  of  all  school.s— and  02  sc 
percent  of  middle  and  high  .school.s—  i), 
offered  a  la  carle  foods  at  lunch.  p- 

Vending  machines  were  available  in  52  'J’l 
percent  of  all  schools  and  20  iiercent  of  im 
olementary  schools.  H7  percent  of  HI 

middle  .schools  and  OH  percent  of  high  de 
scliools  (Gordon,  et  al.,  2007;  SNDA-III,  "si 


^  . . . 


Vhilume  1,  Jip  102-114).  13ecau.se  all 
tood.s  and  beverages  available  on  the 
school  campus  repre.sent  significant 
'J.  opportunity  for  the  intake  of  calories 
;md  foods  and  nutrients  encouraged  hv 
the  DGA,  competitive  food  standards  ' 
stioidd  he  designed  to  meet  such 
mitrilion  recommendations. 

,  Nutrition  standards  for  ail  foods  and 
'leverages  .sold  in  .schools  should  he 
considered  in  the  context  of  new  meal 
patterns  lor  the  Federal  .school  meal 
programs  and  the  goals  of  inpiroving  the 
mitrition  environment  of  our  Nation’s 
schools.  The  intent  of  this  propo.sal  is  to 
supiKirt  the  federal ly-reimhursed  .school 
nutrition  jirograms  as  the  major  source 
of  foods  and  beverages  offered  at  school 
and  to  ensure  that  all  food.s  and 
beverages  sold  on  the  .school  campus 
during  the  school  day  will  contribute  to 
an  overall  healthful  eating  environment 
1  tie.se  jiroposed  standards  do  not 
exclude  any  of  the  USDA  NSTP/SI3P 
Meal  Pattern  food  components  or  the 
IXiA  subgroups  as  long  as  the  product 
meet.s  the  general  standards  projio.sed 
tor  allowable  competitive  foods  It  is 
intended  that  the.se  standards  for 
competitive  foods  he  simple  in  order  to 
encourage  the  inclusion  of  the  "Foods 
and  Nutrients  to  Increa.se”  identified  in 
the  2010  IXiA,  and  that  the  standards  he 
practical  lor  ajijilication  at  the  .school  or 
district  level. 

The  iiropo.sed  standards  and  the 
proposed  exceptions  to  the  standards 
me  hide  numerous  areas  of  con.sen.sus 
and/or  consi.stency  among  the  various 
source  recommendations  that  were 
reviewed.  In  addition,  there  are  a 
nnmher  of  areas  where  exi.sting 
m.oinmendations  and/or  voinntarv  or 
State/local  standards  vary  considerably 
m  their  specific  aiiproach  to  issues.  VVe 
i;are hilly  considered  each  of  these.  As  a 
msiilt,  where  apja-ojiriate  in  these  areas, 
tlie  Department  has  jiroposed  two  or 
more  ojitions  for  imjilementing 
standards  and  is  interested  in  receiving 
comments  on  which  of  tlie.se  ojitions  ’ 

liost  achieves  the  objectives  of  the  DGA  ' 

while  considering  the  jiractical 
iijijilication  of  standards  in  a  school  I 

setting.  I 

Definitions  s 


I  he  Ill  IFKA  St  i  Jill  kites  that  the 
nutrition  standards  for  comjietitive  food 
sha  1  ajijily  to  all  food.s  and  hevera<>e.s 
sold:  (a)  Outside  the  .school  meals  " 
programs;  (h)  on  the  .school  camjius;  and 
(c)  at  any  time  during  the  .school  day. 

I  lierelore.  for  the  jiurjiose  of 
implementing  .section  208  of  the 

i*if;lmle.s  jirojiosed 
definitions  for  “comjietitive  food”, 
“school  campus”  and  “.school  day”. 


riiere  are  many  definitions  of  “.school 
day  currently  utilized  hv  schools 
across  the  country.  In  almost  every 
instance,  such  definitions  ajiply  to  the 
/  mstrucfional  day.  rather  than  to  the 
availahility  of  food  or  meal  .services  in 
school.s  during  the  .school  day.  The 
(lofmitions  jirojio.sed  in  this  rule  deal 
exclusively  with  the  ajijilication  of  the 
projiosed  comjietitive  food  .standards 
and  are  intended  to  have  no  imjiact 
whatsoever  on  any  definition  of 
le  instructional  day  or  school  t:amjiu.s  that 
IS  estalihshed  hv  a  State  or  a  local 
o  educational  agency  or  .school  for  other 
)1  Pi"  PO-ses.  Competitive  food  is  jirojiosed 
h)  he  defined  as  all  food  and  beverages 
1  -sold  to  .students  on  the  School  campus 
during  the  School  day,  other  than  those 
meals  reimhur.sahle  under  jirograms 
,  authorized  by  the  NSLA  and  the  GNA 
.  School  day  is  jirojiosed  to  he  defined, 
hir  the  jiurjiose  (if  competitive  food 
standards  implementation,  as  the  jieriod 
from  the  midnight  before,  to  .'30  minutes 
after  the  iind  of  the  official  school  day. 
hinal  V.  School  campus  is  jirojiosed  to 
he  defined,  for  the  jiurjio.se  of 
cdinjietitive  food  standards 
imjilementation.  as  all  areas  of  the 
Jircijierty  under  the  juri.sdiction  of  the 
school  that  are  acce.ssihle  to  students 
,  during  the  .school  day. 

1  he  intent  of  the  jirojiosed  definitions 
(if  .school  day  and  .school  camjius  is  to 
provide  simjile  and  straightforward 
criteria  to  ensure  that  food  that  does  not 
meet  the  standards  outlined  in  this 
Jirojiosed  rule  is  not  sold  to  students  on 
the  school  camjius  during  the  .school 
day.  (nven  the  many  activities, 

Jirograms  and  scheiiules  established  hv 
schools,  it  is  not  jios.sihle  to  sjiecify  in' 
legulations  a  jirecise  time  for  the  start  of 
tlie  school  (lav;  therefore,  this  rul(> 
projio.ses  that  the  sale  (if  comjietitive 
food  to  students  he  jirohihited  from  tfie 
midnight  before,  to  .'30  minutes  after  the 
011(1  of  the  official  school  day  (i.e.. 
imstructional  day).  Gompetitive  food. 

.s(,h(ioI  day,  and  school  camjius  are 
defined  in  §210.H(a). 

In  addition,  4}  210.1 1(h)(4)  of  this  rule 

projio.ses  that  these  nutrition  standards 

tor  comjietitive  food.s  ajijilv  to  any 

jmigram  ojierating  in  the  school  on  the 
school  cainjius  during  the  .school  dav 
that  IS  .serving  meals  reiinhiir.sed  under 
any  jirogram  authorized  under  th(‘ 

NSFA  or  the  GNA.  Food.s  that  do  not 
ineot  the  nutrition  standards  outlined  in 
this  jirojio.sal  .should  not  he  available  for 
sale  to  students  on  the  .school  camiius 
during  the  .school  day. 

Nutrition  Standards  for  Foods  and 
Beverages 

Tlie  standards  jiroposed  in  this  rule 
represent  niinimum  standards  that  local 
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(idiieational  agencies,  school  food 
authorities  and  schools  must  meet.  State 
agencies  aiul/or  local  schools  have;  the 
discretion  to  establish  their  own 
competitive  food  standards  should  they 
wish  to  do  .so.  as  long  as  such  standards 
are  consistent  with  the  final  minimum 
.standards.  This  ojition  is  includeil  in 
210.11(1))(1)  of  the  propo.sed  rule, 
(lompetitive  food  standards  a])])ly  to  all 
age  groups  of  .students.  Additionally,  the 
jirojiosed  rule  includes  sejiarate 
standards  for  foods  and  beverages. 

(ienerul  Nutrition  Standards  for 
(.oinpetitive  Foods 

The  lOM  in  their  rejiort  entitled 
Nutrition  Standurds  for  Foods  in 
Schools:  Lending  the  llVii'  Toward 
Ucalthier  Youth  categorized  food  ami 
beverages  into  two  tiers,  based  on  the 
extent  of  their  consi.stency  with  the 
DGA.  Tier  2  foods  are  not  relevant  to 
this  ])roj)osal  since  such  foods  are  those 
recommended  to  only  be  served  to  high 
school  students  after  the  school  dav. 


Tier  1  foods  and  beverages  are 
consistent  with  “foods  to  he 
encouraged”  as  defined  in  the  DGA  and 
are  the  basis  for  many  of  the  jirovisions 
of  this  pro|)osed  rule.  lOM  Tier  t  foods 
are  defined  as  fruit,  100%  fruit  and 
vegetable  juices,  vegetables,  whole 
grains  and  related  combination 
products,  and  nonfat  and  low-fat  dairy 
])roducts  am/ N.SLP  food  items  that  are 
part  of  the  reimhnr.sahle  meal  that  are 
also  sold  a  la  carte  that  meet  fat  and 
sugar  limits  outlined  in  the  lOM  rejiort. 
This  proposed  rule  is  gemnally 
consistent  with  the  lOM  standards  and 
the  DGA  in  that  it  permits  the  .sale  of 
Tier  1  footls  as  well  as  additional  foods 
containing  a  significant  amount  of  one 
of  the  four  nutrients  of  ])uhlic  health 
concern,  and/or  fruit.s/vegi;tahles. 

To  be  an  allowable  comjietitive  food 
in  .schools,  an  item  .shall: 

(1)  Meet  all  of  the  jiroposed 
competitivi;  food  nutrient  .standards; 
and 


(2)  Be  a  grain  product  that  contains  .'50 
percent  or  more  whole  grains  by  weight 
or  have  whole  grains  as  the  first 
ingredient  m  he  one  of  the  non-grain 
main  food  groups  as  defined  by  the  2010 
IXiA:  a  fruit,  veg(!tahle,  dairy  product, 
jirotein  food  (meat,  beans,  |K)ultry, 
seafood,  eggs,  nuts,  seeds,  etc.);  or 

(3)  Gontain  10  percent  of  the  Daily 
Value  (DV)  of  a  natnrallv  occurring 
nutrient  of  jiuhlic  health  concern  from 
the  DGA  (e.g.,  calcium,  iiotassium, 
vitamin  D  or  dietary  fiber);  or 

(4)  Be  a  combination  food  that 
contains  at  least  'A  cup  of  fruit  or 
vegetable. 

This  proposal  stipulates  that,  iu  ca.ses 
ill  which  water  is  the  first  ingredient 
listed  for  a  food  item,  the  second 
ingredient  must  be  one  of  the  above. 
Below  is  a  brief  summary  chart 
depicting  the  jirojiosed  standards 
contained  in  this  rule.  A  thorough 
discussion  of  each  stamlard  follows. 


Proposed  Competitive  Foods  Standards 


Food/nutrient 


Standard 


General  Standard  for  Com¬ 
petitive  Food. 


NSLP/SBP  Entrees  and  Side 
Dishes  Sold  A  la  Carte. 


Grain  Items 


Total  Fats 


To  be  allowable,  a  competitive  FOOD  item  must:  • 

(1)  meet  all  of  the  proposed  competitive  food  nutri¬ 
ent  standards;  and 

(2)  be  a  grain  product  that  contains  50%  or  more 
whole  grains  by  weight  or  have  whole  grains  as 
the  first  ingredient  or  be  one  of  the  non-grain 
main  food  groups:  a  fruit,  vegetable,  dairy  prod¬ 
uct,  protein  food  (meat,  beans,  poultry,  seafood, 
eggs,  nuts,  seeds,  etc.),  or 

(3)  contain  10%  of  the  Daily  Value  (DV)  of  a  natu¬ 
rally  occurring  nutrient  of  public  health  concern 
(i.e.,  calcium,  potassium,  vitamin  D  or  dietary 
fiber)  or; 

(4)  be  a  combination  food  that  contains  at  least  ’A 
cup  of  fruit  or  vegetable. 

If  water  is  the  first  ingredient,  the  second  ingredient 
must  be  one  of  the  above. 

Alternative  A1 :  NSLP/SBP  entrees  and  side  dishes  sold 
a  la  carte  exempt  from  all  standards  except  the  fat 
and  sugar  standards  (<  35%  of  total  calories  from  fat 
or  <35%  of  calories  or  weight  from  total  sugar  (See 
Alternative  Cl  and  C2))  ;  or 

Alternative  A2:  NSLP/SBP  entrees  and  side  dishes  (ex¬ 
cept  grain  based  dessert  products)  sold  a  la  carte  ex¬ 
empt  from  all  standards.  Alternatives  B1  and  B2  de¬ 
scribe  two  approaches  to  the  timing  of  service  asso¬ 
ciated  with  this  exemption. 

Acceptable  grain  products  must  include  50%  or  more 
whole  grains  by  weight  or  have  whole  grains  as  the 
first  ingredient. 

Dietary  fat  per  portion  as  packaged:  <35%  of  total  cal-  • 
ories  from  fat  per  portion  as  packaged.  • 


Saturated  Fats 
Trans  Fats . 


<  10%  of  total  calories  per  portion  as  packaged .  |  • 

Zero  grams  of  trans  fat  per  portion  as  packaged 
(<0.5  g  per  portion). 


Exemptions  to  the  standard 


Fresh,  frozen  and  canned  fruits  and  vegetables  with 
no  added  ingredients  except  water  or,  in  the  case  of 
fruit,  packed  in  100%  juice  or  extra  light  syrup,  ex¬ 
empt  from  all  proposed  nutrient  standards. 


Reduced  fat  cheese; 

Nuts  and  seeds  and  nut/seed  butters.  Exemption 
does  not  extend  to  combination  products  that  contain 
nuts,  nut  butters  or  seeds  or  seed  butters  with  other 
ingredients  such  as  peanut  butter  and  crackers,  trail 
mix,  chocolate  covered  peanuts,  etc.; 

Products  consisting  of  only  dried  fruit  with  nuts  and/ 
or  seeds  with  no  added  nutritive  sweeteners  or  fat; 
Seafood  with  no  added  fat. 

Reduced  fat  cheese 
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Food/nutrient 


Sodium 


Total  Sugars 


Standard 


Snack  and  side  items:  <200  mg  sodium  per  portion 
as  packaged  for  non  NSLP/SBP  snack  items; 

Entree  items:  <480  mg  sodium  per  portion  for  non- 
NSLP/SBP  entree  items. 

Alternative  Cl:  <35%  of  calories  from  total  sugars  in  • 
foods;  or 

Alternative  C2:  <35%  of  weight  from  total  sugars  in 
foods.  • 


Calories 


Accompaniments 


Caffeine 


Beverages 


•  <200  calories  per  portion  as  packaged  including  any 
added  accompaniments  such  as  butter,  cream 
cheese,  salad  dressing  etc.  for  non  NSLP/SBP  snack 
items  and  side  dishes  sold  a  la  carte;. 

•  <350  calories  for  non  NSLP/SBP  entree  items  sold  a 
la  carte. 

•  Use  of  accompaniments  should  be  limited  when  food 
is  sold  to  students  in  school.  All  accompaniments 
shall  be  pre-portioned  and  must  be  included  in  the 
nutrient  profile  as  a  part  of  the  item  served  and  meet 
all  proposed  standards; 

Elementary  and  Middle  School 

Foods  and  beverages  must  be  caffeine-free,  with  the 
exception  of  trace  amounts  of  naturally-occurring  caf¬ 
feine  substances.  No  caffeine  restriction  for  high 
school  students. 

Elementary  School. 

•  No  caffeinated  beverages; 

•  Plain  water  (no  size  limit); 

•  Low  fat  milk,  plain  (<8  oz); 

•  Non  fat  milk,  plain  or  flavored  (<8  oz),  including  nutri¬ 
tionally  equivalent  milk  alternatives  as  permitted  by 
the  school  meal  requirements;  and 

•  100%  fruit/vegetable  juice  (<8  oz). 

Middle  School. 

•  No  caffeinated  beverages; 

•  Plain  water  (no  size  limit); 

•  Low  fat  milk,  plain  (<12  oz); 

•  Non  fat  milk,  plain  or  flavored  (<12  oz)  including  nu¬ 
tritionally  equivalent  milk  alternatives  as  permitted  by 
the  school  meal  requirements;  and 

•  100%  fruit/vegetable  juice  (<  12  oz). 

Fligh  School. 

•  Plain  water  (no  size  limit); 

•  Low  fat  milk/plain  (<12  fl.  oz.); 

•  Non  fat  milk,  plain  or  flavored  (<12  fl.  oz.),  including 
nutritionally  equivalent  milk  alternatives  as  permitted 
by  the  school  meal  requirements; 

•  100%  fruit/vegetable  juice  (<  12  fl.  oz.); 

•  Calorie-free,  flavored  and/or  unflavored,  caffeinated 
or  non-caffeinated  carbonated  water  allowed  (<20fl. 
oz),  but  not  during  the  meal  service  periods; 

•  Other  calorie  free  caffeinated  or  non-caffeinated  bev¬ 
erages  that  comply  with  the  FDA  standard  of  less 
than  5  kcals/serving.  (<20  fl.  oz.),  allowed,  but  not 
during  the  meal  service  periods;  and 

•  Alternative  D1;  Other  caffeinated  or  non-caffeinated 
beverages  (<40  calories/8  oz  serving  or  <60  cal¬ 
ories/12  oz  serving)  in  <12  oz  servings  allowed,  but 
not  during  the  meal  service  periods;  or. 

•  Alternative  D2:  Other  caffeinated  or  non-caffeinated 
beverages  (<50  calories/8  oz  or  <75  calories/12  oz 
serving)  in  <12  oz  servings,  but  not  during  the  meal 
service  periods. 


Exemptions  to  the  standard 


Fresh,  frozen  and  canned  fruits/vegetables  with  no 
added  sweeteners  except  for  fruits  packed  in  100% 
juice  or  extra  light  syrup; 

Dried  whole  fruits/vegetables,  dried  whole  fruit/vege¬ 
table  pieces;  and  dried  dehydrated  fruits/vegetables 
with  no  added  nutritive  sweeteners. 

Lowfat/nonfat  yogurt  with  less  than  30  grams  of 
sugar  per  8  ounces. 
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The  Ibllowing  discussion  outlines  the 
nutrition  standards  for  allowable 
com|)etitive  foods  as  |)ro])osed  in  this 
rule  at  §  210.1 1 . 

(ienerai  Eixemption  of  NSLP  and  SBP 
Hntmes  and  Side  Dishes 

'I’his  rule  ])roj)oses  two  alternatives  hy 
which  any  inenn  itcnn  (both  entre(!s  ainl 
side  dishes)  provided  as  |)ai  t  of  the 
NSLP  and/or  SHP  .school  meal  would  In; 
exempt  from  all  or  some  of  the  proi)osed 
compcititive  food  nutrition  .standards, 
with  the  exception  of  grain  based 
dessert  products  which  mn.st  meet  all 
standards  in  order  to  he  served. 

'fhe  first  alternative  (Al)  woidd  align 
.such  an  ex(!mj)tion  with  the  lOM 
recommendations  related  to  NSLP  and 
SBP  menu  items.  If  items  are  .served  in 
the  reimhursahle  meal,  thev  would  be 
exempt  from  all  of  tin;  propo.siul 
nutrition  standards  excej)t  they  would 
.still  have  to  meet  the  limits  on  fat  and 
sugar.  As  discussed  later  in  this 
preamble,  the  propo.sed  limit  for  fat  is 
<3.1%  of  total  calories  from  fat  ))er 
portion  as  packaged.  For  sugar,  two 
alt(;rnative.s  are  propo.sed:  Alternative 
(il:  <3.1%  of  calories  from  total  sugars 
in  foods:  or  Alternative  (i2:  <  3.1%  of 
weight  from  total  sugars  in  foods.  The 
pnrpos(‘  of  including  this  alternative  for 
meals  is  to  ensure  that  the 
improv(!nu!nts  that  will  result  from  the 
n])dated  nutrition  standards  would  not 
he  undermined. 

The  second  alternative  (A2)  would 
(jxempt  all  menu  items  provided  as  part 
of  the  N.SLP  or  SBP  nnmhnr.sahle  meal 
from  the  proposed  competitive;  food 
.standards,  with  the;  excejition  of  grain 
hasiul  dessert  jiroducts  which  must  meet 
all  standards  in  order  to  he  served.  For 
this  alternative,  the  rule  also  pro])o.ses 
two  alternatives  for  comment  with 
r(!gard  to  the  fnKjuency  of  allowable  .sale 
of  the  NSLP/SBP  menu  items  as 
competitive  foods  which  are  de.scrihiKl 
as  Alternatives  (131)  and  (B2)  below. 
These  N.SLP/SBP  menu  items  would 
have  to  lx;  served  in  the  same  or  smaller 
portion  sizes  as  in  the  N.SLP  or  SBP  to 
I)e  allowable.  In  general,  the  pro])o.sed 
exemj)tion  for  N.SLP/.SBl^  immu  items 
supports  th(!  new  school  meal  |)atterns 
and  the  concej)t  of  school  meals  as 
being  healthful. 

The  first  alternative  ])roposed 
nsgarding  the  frecpiency  of  allowabh; 
servicii  ol  the  exemptcul  N.SLP/.SBP 
menu  items  (131)  would  allow  an 
exemption  to  the  projjosed  nutrient 
standards  for  comjjetitive  foods  for 
N.SLP  and  .SBP  menu  items  on  tha  sonio 
f/oy  that  the  items  were  served  in  the 
school  meals  jirogram.  While  this  may 
limit  flexibility  for  the  .school  food 
servict;  and  prevent  the  service  of  some 


leftover  (uitrees  and/or  side  di.sln;.s 
during  the  menu  cycle,  this  option 
would  alleviate  concerns  regarding  tlu; 
fre(|nency  with  which  jjarticnlar  food 
it(!ms  an;  available. 

'fhe  second  alternative  (132)  would 
allow  an  exianption  to  the  i)ropo.sed 
nutrient  .standards  for  competitive  footls 
for  N.SLP  and  .SBP  imiiui  items  served 
within  four  o])erating  days  of  .service  in 
the  programs.  I’lns  option  ])rovid(!s  an 
increase  in  flexibility  for  tlu;  school  food 
service. 

'Fhe  Department  .seeks  comments  on 
these  alternatives,  identified  at 
Alternatives  Bland  132  in  §  210.11  (c)(3) 
of  the  pro])o.sed  rule. 

Naturally  Occurring  Nutrients 

One  of  the  geinnal  .standards  pro])o.sed 
in  this  rule  is  that,  in  order  to  he 
allowable,  food  items  must  contain  10% 
of  the  Daily  Value  (DV)  of  a  naturally 
occurring  nutrient  of  ])nhlic  liealth 
concern:  calcium,  pota.ssium,  vitamin  D, 
and  dietary  fiber.  Including  the  lOTo  DV 
as  a  method  to  determine  the  foods  that 
may  he;  sold  in  schools  (mconrages 
con.sum|)tion  of  these  nutrients. 

The  D(;partment  is  int(;r(!.sted  in 
receiving  comments  from  the  public  as 
to  whether  or  not  food  itciins  that 
contain  only  naturally  occurring 
nutriemts  should  hi;  allowed  in  this  rule, 
or  whether  food  items  to  which  .s])ecific 
nutrients  of  concern  have  htum  added 
should  also  he  allowable. 

For  (!xam])le,  if  oidv  naturallv 
occurring  nutrients  wcmh;  s|)ecified,  a 
l)rodnct  may  he  formulated  to  have  10% 
calcium  by  including  ingredienl(.s)  in 
tlie  jn'oduct  formulation  that  are 
naturally  high  in  calcium  such  as  non¬ 
fat  dry  milk  solids,  or  cluui.se. 

Obviously,  tlie  ingredienl(s)  usjkI  and 
the  amount  needed  would  vary 
depending  on  the  j)rodnct  and  mav  not 
he  feasil)le  for  some  |)roducts,  hut  tlie 
nutrients  from  these  ingredients  would 
be  included  in  meeting  the  10%  DV 
level.  Using  this  method  would  not 
allow  the  addition  of  the  discrete 
nutrient  (inanv  forms  exi.st  for  the 
addition  of  calcium  to  food,  such  as 
tricalc:ium  phosiihate,  calcium  citrate 
malate,  calcium  lactate,  etc.)  to  count 
toward  meeting  tlie  10%  DV 
recpiirement.  Tlie  rationale  to  limit  the 
products  to  the  naturally  occurring 
nutrients  is  to  limit  the  consumption  of 
products  to  w'hich  specific  nutrients  of 
concern  have  been  added  and  encourage 
consumiition  of  w'hole  foods  or  foods 
closer  to  their  w'hole  state  as  encouraged 
by  the  DUA.  One  concern  with  this 
approacli  is  that  scliools  may  not  he  able 
to  recognize  wlien  a  specific  nutrient  of 
concern  has  been  added  to  a  product  or 
w'hen  the  nutrient  is  naturallv 


ocenrring.  Fortifications  are  often  not 
liighlighted  on  the  label  and  the  nutrient 
facts  panel  does  not  currently  make  any 
distinction  between  naturally  occurring 
nntrients  and  those  nutrients  available 
in  a  food  throngh  fortification.  This 
reijiiirement  may  he  found  in 
21().11(c)(2)(iv)  of  the  pro]io.sal. 

(iomhination  Foods 

.Since  many  of  the  foods  available  to 
students  contain  a  combination  of 
ingredients,  for  the  ])ur})oses  of  this 
propo.sal,  combination  foods  are  defined 
as  products  that  contain  two  or  more 
components  that  rejire.sent  tw'o  or  more 
of  the  recommended  food  groipis  as 
specified  in  the  DUA  (fruit,  vegetable, 
dairy,  protein  or  grains).  Fliis  jiroposed 
definition  mav  he  found  at 
(^21().ll(al(4).' 

Fruits  and  Vegetables 

To  be  consistent  with  both  the  DUA 
and  the  IC1M  recommendations,  this  rule 
projioses  that  fre.sh.  frozen  and  canned 
fruits  and  vegetables  with  no  oddod 
ingrodinnts  oxcopt  mitor  or.  in  tho  coso 
of  fruit,  pnekod  in  100  porcont  juico  or 
extra  light  svru}).  be  exempt  from  all  the 
nutrient  standards  included  in  this  rule. 
According  to  the  DUA,  fruits  and 
veg(;tahle,s  are  nutrient  dense;  greater 
consumption  of  such  foods  in  the  diet 
is  encouraged.  3'his  ])rovi.sion  is 
included  at  §  21 0.1 1  (d)  of  this  proi)osed 
rnh;. 

Urain  Items 

'Fliis  rule  proposes  that  acceptable 
grain  jiroducts  must  include  w'hole 
grains.  To  (pialify  as  an  allowable 
conpietitive  food,  grain  products  shall 
meet  at  lea.st  one  the  following  criteria 
as  w'ell  as  meet  all  of  the  jiropo.sed 
nutrient  standards: 

(1)  (Contain  .10%  or  more  whole  grains 
by  w'eight;  or 

(2)  Have  w'hole  grains  as  the  first 
ingredient. 

'Fhis  standard  is  c:onsi.stent  w'ith  the 
DUA  recommendations,  the  N.SLP  meal 
pattern  standards  and  the  IIUSSU  whoh; 
grain  reciuirement.  It  is  also  jiractical 
hec:an.se  it  can  be  easily  identified  by 
reading  a  product  labcd.  'Fhis  provision 
is  included  at  21 0.1 1(1!). 

Total  Fats 

'Fo  (pialify  as  an  allow'ahle 
competitive  food,  this  ]iro])osal  specifies 
that  not  more  than  3.1  percent  of  the 
total  calories  jier  portion  as  packaged 
shall  he  derived  from  fat.  Nuts  and 
seeds,  jieanut  and  other  nut  butters, 
.seafood,  and  reduced  fat  cheese  would 
he  exemjit  from  this  standard.  'Fhis 
standard  is  identical  to  the  lOM 
recommendation  for  total  fats,  fhnvever. 
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the  D(;])artnient  is  i)rt)])osing  to  allow 
the  Ibllowiiig  exenijitions  to  the  total  fat 
limitation.  Please  note  that  reiiuirements 
and  exemptions  other  than  total  fat 
mentioned  hidow  are  diseussed  later  in 
this  preamble  imdijr  the  a])pli(;ahle 
.section. 

(1)  Reduced  fat  cheesi;  is  exempt  from 
the  total  fat  and  saturated  fat  standard, 
but  subject  to  the  trans  fat,  calorie,  sugar 
and  sodium  standards.  The  exem|)tion 
for  reduced  fat  cheese  is  based  iirimarily 
on  the  availability  of  lower  fat  chee.ses 
that  children  find  palatable  and  the 
recognition  that  reduced  fat  cheese  is  a 
source  of  calcium,  a  nutrient  of  concern, 
and  contributes  to  overall  hone  health. 

In  adtlition,  this  exemption  is  consistent 
with  voluntary  .standards  that  have  been 
reviewed  during  the  course  of 
developing  this  proposal. 

(2)  Nuts  and  seeds  and  nut/seed 
blitters  are  exempt  from  the  total  fat 
standard,  but  subject  to  the  .saturated  fat, 
trans  fat,  calorie,  sugar,  and  sodium 
standards.  This  exemption  does  not 
extend  to  combination  proihicts  that 
contain  nuts,  nut  butters  or  .seeds  or 
.seed  butters  with  other  ingredients  such 
as  peanut  butter  and  crackers,  trail  mix. 
chocolate  covered  peanuts,  etc.  This 
exemption  from  the  total  fat  standard 
allows  the  inclusion  of  nuts  and  seeds 
within  reasonable  calorie  amounts. 
Without  such  an  exemption,  nuts  and 
.seeds  could  not  he  sold  alone  without 
being  combined  with  some  other 
])roduct  like  added  sugars  or  refined 
grain,  which  is  not  the  intent  ofthe.se 
competitive  food  nutrition  .standards. 
Nuts,  seeds  and  nut/seed  butters  are 
nutrient-dense,  good  sources  of 
monounsaturated  and  polyun.sat mated 
fatty  acids,  some  of  which  are  es.sential, 
and  are  .sources  of  many  vitamins  and 
minerals,  as  well  as  dietary  fiber.  In 
addition,  ensuring  the  allowance  of  nuts 
and  seeds  provides  a  .shelf  stable, 
vegetarian-friendly  protein  source. 

(3)  Products  that  consist  of  only  dried 
fruit  with  nuts  and/or  seeds  with  no 
added  nutritive  sweeteners  or  fat  are 
exenijit  from  the  total  fat  and  sugar 
standard;  hut  are  subject  to  the  saturated 
fat,  trans  fat,  calorie  and  sodium 
standards,  for  reasons  similar  to  those 
cited  above.  In  addition,  dried  fruit  has 
the  same  nutritional  benefits  of  fruits 
and  will  assist  in  helping  children  meet 
their  dailv  fruit  reiiuirements. 

(4)  Seafood  with  no  addod  fat  is 
exempt  from  the  total  fat  reciuirement  in 
order  to  increase  omega-3  fatty  acids: 
hut  still  subject  to  the  jiroposed  sugar, 
saturated  fat,  trans  fat,  calorie  and 
.sodium  standards. 

In  summary,  reduced  fat  cheese,  nuts, 
.seeds  and  nut /seed  butters  and  dried 
fruit  are  jiopular  food  items  among 


school-aged  children  and  can  make  a 
jiositive  contribution  to  overall  health, 
especially  since  these;  food  items  must 
meet  the  other  nutrient  .standards 
propo.s(;d.  These  provisions  mav  he 
found  at  §210.11(1). 

Saturated  Fats 

To  (jiialify  as  an  allowable 
comjietitive  food,  it  is  proposed  that  less 
than  10%  of  the  total  calories  ])er 
|)ortion  of  a  food  he  derived  from 
.saturat(;d  fats.  Chee.se  is  exemjit  from 
the  total  fat  and  .saturated  fat  standard 
if  it  is  reduced  fat  chee.se.  as  discussed 
above.  However,  .such  rediu:ed  fat 
cheese  products  remain  subject  to  the 
])ropo.sed  calorie,  trans  fat.  sugar  and 
sodium  standards  outlined  in  this 
ridemaking.  This  .standard  is  akso 
consi.stent  with  the  DCA  and  may  be 
found  in  §21 0.1 1(g)  of  this  proposed 
rule. 

Trans  Fats 

It  is  proposed  that  allowable 
comjietitive  foods  contain  zero  grams 
trails  fat  per  portion  as  packaged  (not 
more  than  0..'i  g  per  jiortion).  This 
standard  is  identical  to  the  lOM  and 
IX]A  recommendations  and  may  he 
found  in  §210.Tl(h)  of  this  pro|)osed 
rule. 

Total  Sugars 

This  j)ro|)o.sed  rule  provid(;s  two 
alternatives  for  comment  regarding  total 
sugars  in  foods.  Alternative  (H  reipiires 
that  in  order  to  he  considered  an 
allowable  competitive  food  item,  no 
more  than  3.'!%  of  cedorios  shall  he 
derived  from  total  sugars  in  foods.  This 
is  identical  to  the  recommendation 
made  by  the  lOM.  Alternative  C2 
requires  that  allowable  conqietitive  food 
items  shall  not  contain  more  than  3.5% 
of  their  woight  from  total  sugars  in 
foods.  This  .standard  was  included  in  a 
number  of  voluntary  standards  that 
were  reviewed  during  the  development 
of  this  proposed  rule.  The  calculations 
associated  with  these  two  alternatives 
differ.  Generally,  when  sugar  by  wiiight 
is  utilized,  fooils  with  a  higher 
percentage  of  calories  from  total  sugar 
would  he  allowable  as  com|)etitive 
foods  in  .schools.  This  may  also  resnlt  in 
an  increase  in  the  numher/types  of 
foods  which  may  he  sold  in  schools, 
liarticnlarlv  with  regard  to  dairv 
products  such  as  ice  cream.  The 
Di;partment  reipiests  comment  on  these 
alternatives. 

In  addition,  ideallv,  the  sugar 
standard  would  apply  to  the  added 
sugars  in  foods,  since  added  sugars  are 
identified  in  the  2010  DGA  as  a  food 
comjionent  to  riidnce.  However,  because 
the  Nutrition  Facts  label  does  not 


differentiate  between  added  and 
naturally  occurring  sugars  in  foods  and 
beverages,  a  standard  limiting  total 
sugars  is  the  most  reasonable  standard. 
Regardle.ss  of  which  measure  (total 
sugars  by  weight  or  calories)  is  utilized, 
this  proposed  rule  includes  the 
following  exemptions  to  this 
reqnirement: 

(1)  Dried  whole  fruits  or  vegetables; 
dried  whole  fruit  or  vegetable  pieces; 
anil  dried  dehydrated  fruits  or 
vegetables  with  no  added  nutritive 
.sweeteners  are  exenqit  from  the  sugar 
standard,  but  are  subject  to  the  calorie, 
total  fat.  saturated  fat,  trans  fat  and 
.sodium  standards: 

(2)  Products  that  consist  of  only  dried 
fruit  with  nuts  and/or  seeds  with  no 
added  nutritive  sweeteners  or  fat  are 
exenqit  from  the  total  fat  and  sugar 
.standard,  hut  are  subject  to  the  calorie, 
trans  fat.  .saturated  fat  and  sodium 
standards;  and 

(3)  Flavored  and  unflavored  nonfat 
and  low-fat  yogurt  with  no  more  than  30 
grams  of  total  sugars  per  8  ounce  serving 
are  exempt  from  the  sugar  standard,  hut 
are  subject  to  the  calorie,  total  fat, 
saturated  fat,  trans  fat  and  sodium 
.standards. 

The  exemption  from  the  total  sugar 
standard  ])ropo.sed  in  items  (1)  and  (2) 
above  has  been  made  since  those  food 
items  are  nutrient  dense  and  contribute 
to  total  intake  of  fruit  and  vegetables, 
which  has  been  identified  in  the  2010 
DGA  as  a  food  groiq)  targeted  for 
increa.sed  consumption.  Since  the  water 
has  been  removed  from  dried  products 
during  processing,  it  is  more  calorically 
dense  than  fresh  fruits  and  vegetables. 
For  this  reason,  the  calorie  standards  are 
proposed  to  apply  to  dried  fruits  and 
dried  viigetables  as  well  as  dried  fruits 
mixed  with  nuts  and/or  seeds.  We 
acknowledge  that  for  certain  dried  fruit 
products,  tile  addition  of  nutritive 
sweeteners  may  he  nece.ssarv  for 
processing  and  palatahility  (i.e. 
cranberries).  Theriifore  we  are 
requesting  feedback  from  commenters 
on  whether  the  standard  should  include 
specific  dried  fruit  jiroducts  that  reijuiri; 
nutritive  .sweeteners  in  the  total  sugars 
exemiition. 

The  pro])osed  sugar  .standards  are 
found  in  §  21().Tl(i). 

Sodium 

This  ride  ])rojK).ses  that  allowable 
entrei;  items  contain  no  more  than  480 
mg  sodium  per  jiortion  as  .serviid.  This 
standard  is  identical  to  the  lOM 
recommendation  for  entrees. 

For  jiurjio.ses  of  this  jirojiosed  rule,  an 
entree  item  is  jirojio.sed  to  he  defined  in 
§  210.11(k)  as  an  item  that  includes  only 
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the  following  three  categories  of  main 
dish  food  items: 

(1)  A  combination  food  of  meat  or 
meat  alternate  and  whole  grain-rich 
bread  (for  example,  turkey  sandwich. 
|)eanut  butter  on  grain-rich  bread,  pizza 
with  whole  grain-rich  crust,  hot  dog  or 
hamburger  on  a  grain-rich  bun.  a  bean 
and  cheese  burrito.  nachos  with  chili 
ami  cheese); 

(2)  A  combination  food  of  vegetable  or 
fruit  and  meat  or  meat  alternate  (for 
example,  chef's  salad,  fruit  and  cheese 
platter,  chicken  vegetable  stir-fry):  or 

(3)  A  meat  or  meat  alternate  alone 
(e.g..  fish  filet.  Salisbury  steak,  seafood, 
egg  or  chicken)  with  the  excej)tion  of 
yogurt,  low-fat  or  reduced  fat  chees(!, 
nuts,  .seeds  and  nut  or  seed  butters.  This 
exception  is  being  proposed  since 
yogurt,  cheese,  nuts,  seeds  and  nut  or 
.seed  butters  alone  are  generally 
considered  to  be  snack  or  dessert  items, 
not  entree  items. 

The  Department  is  proj)osing  that 
allowable  snack  items  contain  no  more 
than  2(H)  mg  of  .sodium  per  portion  as 
packaged.  This  standard  reflects  the 
iOM  recommendation  with  regard  to 
snack  items. 

In  addition,  as  pnwiously  disi.ussed. 
this  rule  proposes  to  exemj)t  anv  items 
sold  as  part  of  the  school  meal  during 
.sj)ecified  periods  from  all  or  most 
(excej)t  total  fat  and  sugar)  competitive 
food  .standards  p?  21 0.11  (c)(3)).  The 
proj)o.sed  sodium  standards  are  foiiml  in 
§  210.1  l(j)  and  (k). 

(Calories 

This  rule  proposes  that,  to  be 
considered  allowable,  snack  items  shall 
contain  no  more  than  200  c;alories  per 
portion  as  packaged  including  anv 
added  accompaniments  such  as  butter, 
cream  cheese,  salad  dressing  etc.  A  la 
carte  snack  items/side  dishes  served  in 
the  same  or  smaller  portion  size  as 
served  in  the  NSLP  or  the  S13P  during 
specific  periods  would  hi;  exempt  from 
this  calorie  restriction. 

This  j)roj)osed  rule  stijndates  that 
entree  items  sold  a  la  carte  shall  t;ontain 
no  more  than  3.'i0  calories  |)er  portion  as 
serv(!d  and  meet  all  of  the  other 
nutrition  standards  specified. 

How(;ver.  consistent  with  the  .sodium 
standard  exemption,  this  rule  j)ropo.ses 
to  exempt  entree  items  from  this  calorie 
re(|uirement  if  the  entree  items  sold  a  la 
carte  are  N.SLP  or  SBP  entrees  that  are 
to  b(!  offered  during  specific  periods  as 
j)art  of  the  reimbursable  school  meal 
and  are  scirved  in  the  same  or  smaller 
portion  size  as  offered  in  the  NSLP  or 
SBP  ((%  210.1 1(c)(3)).  The  proj)o.sed 
calorie  standards  are  found  in 
§  210.1  l(j)  and  (k). 


Ca  Heine 

This  rule  proposes  that  compcititive 
foods  and  beverages  s(irved  to 
elementary  and  middle  school-aged 
children  must  lx;  caffeine-free,  with  the 
exception  of  trace  amounts  of  naturallv 
occurring  caffeine  substances.  This 
standard  is  consistent  with  the  IOM 
recommendation.  In  the  IOM  rej)ort.  it 
was  concluded  that  although  there  may 
be  some  benefits  associated  with 
caffeine  cc)nsumption  among  adults, 
offering  foods  and  beverages  containing 
significant  amounts  of  caffeine  to  school 
aged  children  was  not  approj)riate  due 
to  the  potential  foradver.se  effects, 
including  i)hysical  dependency  and 
withdrawal.  Ckdfeine  is  not  ])ro])osed  to 
he  restrictcul  for  high  school-aginl 
students.  Given  the  practical  realities 
and  market  for  caffeinateil  beverages 
enjoyed  by  high  school  aged  students,  it 
was  not  deemed  practical  to  restrict 
caffeinatcul  b(!\'erages  for  this  age  group. 
lh)wever.  the  Department  does  recpie.st 
comments  on  this  exception  for  high 
school  .students.  This  proposed 
provision  may  be  found  at  §210.11(1). 

Beverages 

In  developing  proposed  standards  for 
beverages  .sold  in  competition  with 
school  meals,  tin;  Department  is 
proposing  standards  for  allowable 
i)everage  types  that  are  consistent  with 
the  IOM  recommendations  for 
elementary  and  middle  .school  .students, 
hut  which  allow  a  greater  varietv  of 
beverages  for  sale  to  high  .school 
students.  Specifically,  calorie-free, 
flavored  and/or  carbonated  wafer,  and 
low-calorie  (less  than  40  or  .'iO  calories 
per  8  ounces)  beverages  are  allow(id  for 
high  school  students,  but  not  allowed 
for  elementary  or  middle  .school 
students.  This  approach  recognizes  the 
wide  range  of  beverages  ax  ailable  to 
high  school  students  in  the  broader 
marketjjlace  and  the  increased 
independence  such  students  have, 
relative  to  younger  .students,  in  making 
consumer  choices,  (iiven  those 
circum.stances.  the  Department 
considers  it  reasonable  to  provide  high 
school  .students  a  broader  range  of 
choices,  while  .still  limiting  tho.se 
choices  to  those  which  are  more 
nutrient  dense  and/or  lower  in  calories 
than  other  o])tion.s.  Flementary  and 
middle  .school  students  may  develop 
healthier  habits  because  of  this 
limitation. 

The  proposed  rule  also  specifies 
allowal)le  beverages  and  maximum 
portion  sizes  for  such  beverages.  The 
proj)osed  beverage  standards  provide 
consi.stent  sizes  for  each  age  group. 


The  projjosed  beverage  recpiirements 
are; 

Llementary  School: 

•  Plain  wat(M-  (no  size  limit); 

•  Low  fat  milk,  plain  (not  more  than 
8  lliiid  ounc(!s); 

•  Non  fat  milk.  j)lain  or  flavored  (not 
more  than  8  lluid  ounces); 

•  Nutritionally  e(juivalent  milk 
alternatives  as  permitted  by  the  school 
meal  refpiirements  (not  more  than  8 
fluid  ounces):  and 

•  100%  fruit/vegelable  juice  (not 
more  than  8  fluid  ounces) 

Middle  School: 

•  Plain  water  (no  size  limit); 

•  Low  fat  milk,  plain  (not  more  than 
12  fluid  ounces): 

•  Non  fat  milk,  plain  or  flavored  (not 
more  than  12  fluid  ounces); 

•  Nutritionally  equivalent  milk 
alternatives  as  permitted  by  the  .school 
meal  requirements  (not  more  than  12 
fluid  ounces);  and 

•  100%  fruit/vegetable  juice  (not 
more  than  12  fluid  ounces); 

High  School: 

•  Plain  water  (no  size  limit); 

•  Low  fat  milk,  plain  (not  more  than 
12  fluid  ounces); 

•  Non  fat  milk.  ])lain  or  flavored  (not 
more  than  12  fluid  ounces); 

•  Nutritionally  e(]uivalent  milk 
alternatives  as  permitted  hv  the  school 
meal  standards  (not  more  than  12  lluid 
ounces); 

•  lOOTo  fruit/vegetable  juice  (not 
more  than  12  fluid  ounces); 

•  (’.alorie-free.  flavorcul  and/or 
carbonated  water  (not  more  than  20 
fluid  ounces)  allowed,  hut  not  in  the 
meal  serx  icc;  area  during  meal  ser\'ice 
periods; 

•  Other  beverages  (not  more  than  20 
fluid  ounces)  that  comply  with  the  FDA 
requirement  for  bearing  a  “c;alorie  free" 
claim  of  less  than  5  kcals/serving 
allowed,  but  not  in  the  meal  service  area 
during  meal  .serx  ice  jjeriods;  and 

•  Cither  beverages  in  <  12  oz  servings 
allowed,  but  not  in  the  meal  service  area 
during  the  meal  service  periods.  Two 
alternatives  are  projjosiul.  The  fir.st  (Dl) 
would  allow  40  calories  })er  8  ounce 
serving  of  beverages  (or  no  more  than  00 
calories  per  12  ounce  serving  of  such 
beverages)  for  high  school  .students.  The 
second  (112)  would  allow  .'iO  calories  per 
8  ounce  serving  of  beverages  (or  no 
more  than  7.'i  calories  j)er  12  ounce 
serving  of  such  hevcuages)  for  high 
school  students.  The  slightly  higher 
calorie  limit  would  allow  a  broader 
range  sjjorts  drinks  to  be  purchased. 

The  beverage  standards  proposed  in 
this  rule  are  consistent  with  most 
currently  established  voluntary 
standards  regarding  the  types  of 
beverages  sold  to  students  on  camjjus 
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during  the  school  day.  However,  the 
package/container  siz(!.s  for  100%  juice 
and  milk  as  ])ro])ose(l  in  this  rule  are 
larger  than  those  recoiuiueuded  hy  the 
K)M  iu  its  report  ou  uiitritiou  standards 
for  food  iu  schools  (KIM  did  not 
recommend  allowing  any  amount  of 
other  caloric  beverages  aside  from  juice 
and  milk).  The  amoimts  of  100%  juice 
ami  milk  ])roposed  for  elementary  and 
middle  schools  are  akso  higher  than  the 
voluntary  standards  set  by  the  Alliance 
for  a  Healthier  (feneration. 

The  American  Academy  of  Pediatrics 
recommends  limiting  100  percent  juice 
for  children  7  to  18  vears  old  to  8  to  12 
ounces  per  day.  Under  the 
interpretation  of  the  new  meal  pattern 
niqinrements  there  is  no  jiuce  limit  ])er 
day  but  rather  per  week.  The  Dietary 
Guidelines  Advi.sory  Committee  Report 
states  that  limited  and  inconsistent 
evidence  suggests  that  for  most 
children,  intake  of  100  pen:ent  fruit 
juice  is  not  a.ssociated  with  increa.sed 
fat,  when  consumed  in  amounts  that  are 
appropriate  for  age  and  miergy  iuhkIs  of 
the  child.  The  IXfA  2010  rec()mmends 
that  mo.st  of  one’s  fruit  choices  should 
l)(i  whole  or  cut-up  fruit,  rather  than 
juice,  for  the  benefits  that  dietarv  fiber 
])rovides. 

Most  children  t)  y(!ars  and  older 
consume  less  than  one  cuj)  of  milk  ])er 
day.  \Vhil(!  allowing  ])ackage  sizes  for 
milk  up  to  12  ounces  for  secondarv 
.school  students  does  contribute  extra 
calories,  it  also  provichis  children  with 
needed  calcium,  vitamin  1)  and 
j)otassinm  and  could  helj)  move 
children’s  consumjjtion  of  Dairy  foods 
clo.ser  to  dietary  recommendations. 

As  indicated  previously,  the  rationale 
hehind  the  aj^inoach  taken  in  this 
])roposed  rule  is  the  practical 
recognition  of  current  packaging 
j)ractices. 

However,  the  Dei)artment  realizes  that 
there  would  be  an  increase  in  c:alories 
and  added  sugars  incurred  by  allowing 
larger  package  sizes  and  welcomes 
public:  comments  on  the  proposcul 
l)(!verage  amounts. 

TluKse  proposed  provisions  are  found 
in  S  21 0.1 1(b)(2)  and  210.1  l(m). 

Fundraisers 

.School-sj)onsored  fundrai.sers  are 
recognized  as  rciasonable  enhancements 
to  the  school  communitv  as  well  as  a 
method  of  financing  some  important 
school-sanctioned  activities  for 
students.  The  sale  of  food  items  that 
nuMit  the  ])ro])o.s(!d  nutrition 
re(|uirements  (as  well  as  the  sale  of  non¬ 
food  items)  at  fundraisers  would  not  be 
limited  in  any  way  under  the  jjroposed 
rule.  In  addition,  the  i)ro])osed 
standards  would  not  ajjply  to  food  sold 


during  non-school  hours,  weekends  and 
off-campus  fundraising  events  such  as 
concessions  during  after-.school  sporting 
events.  Further,  the  ])ropo.sed  standards 
would  not  apply  to  foocl  or  beverages 
sold  on  school  grounds,  during  school 
hours  at  “a  limited  number”  of  school 
fundraisers.  The  determination  of  what 
con.stitutes  "a  limited  number”  will  he 
dcicided  by  the  state  agencies  under  one 
of  two  alternative  approacluxs.  it  is 
expcicted  that  state  agencies  will  ensure; 
that  the  fre(|nency  of  such  fundraisers 
on  school  groimcls,  during  school  hours 
doc;s  not  reach  a  lc;vel  to  impair  the 
eff(;ctiveiu;ss  of  nutrition  recjiiirements 
d(;.scrihed  in  this  rule.  With  rc;s])(;ct  to 
other  non-excanpted  fundraising 
activities  during  the  .school  day 
(including  fundraising  through  vending 
machines,  school  stor(;.s,  snack  bars,  a  la 
carte  sales,  and  other  similar  activities 
as  dertermined  by  the  S(;crc;tary).  the 
food  and  beverage;  ite;ms  se)lel  must  me;et 
the;  pre)])o.se;el  nutritie)n  stanelarels  tor 
e;e)mj)e;titive;  fooels. 

The;  De;j)eirtme;nt  is  e;sj)e;e:iallv 
interesteel  in  eebtaining  input  fre)m  the; 
l)id)lie;  on  this  particidar  pre)vi.sie)n.  This 
pre)pe)se;el  ride  ine:lne!e;s  twei  alternative 
aj)pre)ae:he;s  tei  e;xe;mptie)ns  tei  the; 
e:e)mpe;titive;  feieiel  .stanelarels  for  .se;he)e)l- 
sponse)re;el  funelraisers,  as  well  as  a 
re;ejne;st  feir  either  .sugge;stie)ns  from 
e;e)mme;nte;rs.  In  aelelitiein,  sine:e;  the 
Department  eleies  neit  have;  ele;taile;el  elata 
re;gareling  funelraising  ae:tivitie;s  <it 
se;he)e)l.s.  e;spe;e:ially  with  re;garel  tei  the 
types.  ire;e|uene;y,  re;strie:tie)ns  eluring 
meal  time,  ete:.,  that  have;  he;e;n 
estahlisheel  by  se:he)e)ls.  e;e)mme;nte;rs  may 
alsei  wi.sh  tei  jireiviele  injint  in  this  are;a. 

The;  first  alternative  is  to  alleiw  State 
agencies  the  eliseiretiein  tei  estahli.sh 
limitations  ein  the  numhe;!'  eif  exempt 
funelraisers  that  may  be  helel  eluring  the; 
se-.heiol  ye;ar.  The  se;e:ond  alternative  is  to 
allow  State;  agene:ies  tei  set  exempt 
funelraising  fre;e|ue;ne:y  stanelarels,  subje;e:t 
to  USDA  aiijiroval. 

Suggesteel  timeframes  freim 
e:omme;nte;rs  for  the  e;e)nelue:t  eif  e;xempt 
funelraisers  in  .se:he)e)ls  are;  also  wele:e)me. 
The;  twei  alte;rnative;  approae:he;s 
elise:u.sse;el  aheive  are;  ine:luele;el  in 
§21().11(1))(.'-)). 

Re;gareile;.ss  eif  the;  aj)j)rei<ie:h  ultimate;ly 
aeleipteel  hy  the;  De;partnu;nt  in  a  final 
rule,  it  is  impeirtant  tei  neite  that 
inelivielual  Stateis  anel/or  .se;heieil  eli.strie:t.s 
may  implemeait  meire  re;strie:tive; 
e;eim]ie;titive;  feieiel  stanelarels,  ine:lueling 
theise  relateel  to  the;  freeiuene.y  with 
whie:h  e;xe;mpt  fimelraiseas  may  he  helel 
in  .se:heieils. 

As  stateel  abeive,  this  rule  eleies  neit 
]ireij)eise  stanelarels  feir  free]ue;ne;y  of 
se:heieil-sjieinseire;el  funelraisers  that 
preiviele;  feieiels  or  beiverageis  that  meet  the; 


nutrition  stanelarels  for  e;eimpe;titive 
feioels.  The;  limitations  in  this  rule  weiulel 
eleal  einly  with  theise;  se;heieil-spon.seire;el 
funelraisers  that  are;  e;xe;m])t  freim  the; 
e;ompe;titive;  feieiel  mitritiein  .stanelarels. 
Heiwever,  the;  preijiei.sal  eleies  preihiliit  the 
sale;  eif  spe;e;ially  exempteel  funelraiser 
feieiels  anel  lie;ve;riige;s  eluring  the;  .se:heieil 
meal  servie.e  sei  as  neit  tei  e:eimpe;te;  with 
the;  se;heieil  me;al. 

Other  Proposed  Standards 

Ac(:oni})(iniin(n}ts 

Tei  re;elue:e;  the  aeleleel  seielium,  fats  anel 
sugars  in  feieiel  available;  anel  .se;rve;el  to 
stuelents  eluring  the  .se;heieil  elay,  it  is 
preipei.seel  that  the  use  of 
ae;companiments  be  limite;el  whe;n  foeiel 
is  solel  to  stuele;nts  in  se:heieil.  All 
ae:e:eimpaninu;nts  shall  be  ])re-pe)rtieine;el 
anel  mu.st  be;  ine;lueleel  in  the;  nutrie;nt 
preifile  as  a  jiiirt  eif  the;  item  serveel  as 
well  as  me;et  all  eif  the  jireipeiseel 
stanelarels.  For  examjile.  elressings 
serveel  with  .salaels,  butter  eir  jellv  ein 
muff  ins.  e:re;am  e:he;e;se;  with  <i  bagel  anel 
garnishe;s  shall  he;  pre;-i)eirtieine;el  in 
ameiunts  ajipreipriate  tei  ensure  that  the; 
e:eimpe;titive;  feieiel  stanelarels  are;  met  anel 
shall  he;  ine;lueleel  in  the;  nntrie;nt  jireifile; 
eif  the;  item.  The;  De;partme;nt  se;e;ks 
e;eimme;nt  ein  the;  impae;t  th.it  sue;h  a 
re;e]uire;me;nt  may  have;  ein  e;eimpe;titive; 
feieiel  se;rvie:e;  in  se:heieils.  This  preipei.seel 
lireivisiein  is  feiimel  in  S21().11(n). 

Foods  of  Minimal  Nutritional  Value 
(FMNV) 

'rids  rule  reiejnires  that  all  feieiel  anel 
heverageis  available;  anel  .se;rve;el  tei 
stuelents  me;e;t  the;  spe;cific  stanelarels  feir 
e;eimj)etitive;  feieiels  outlineel  in  this 
preipeiseel  rule.  It  is  nei  leinger  ne;e:e;s.sarv. 
therefore,  to  retain  the  more;  narreiwly 
elefineel  stanelarels  feir  feieiel  eif  minimal 
nutritional  value  ine:lueleel  in  the  e:urre;nt 
reigulations.  Ae;e:eirdingly.  the;  preijieisal 
weiulel  remeive  the  elefinition  eif  “feieiel  eif 
minimal  nutritional  value”  freim  7  ("FR 
part  210  anel  the;  elefinition  of  “feieiels  of 
minimal  nutritional  value”  freim  7  CiFR 
]iart  220,  anel  make  either  e;einfeirming 
e:hange.s  in  lieith  eif  these  parts. 

Summary  eif  (feneral  Impacts  of  the 
Proposed  (Competitive  Food  Standards 

As  prei]ieise;el  in  this  rule,  all  feieiel  anel 
lieveirage;  preielue:ts  are;  suhje;e;t  tei  e;ae:h  eif 
the;  preipeise;el  e:eim}ie;titive;  feieiel 
stanelarels.  with  seime  spee:ifie; 
e;xe;mptieins  for  feieiel  items  to  he; 
eaiceiurageel.  Many  existing  preielne:ts, 
partie;ularly  theise;  enceiurageel  hy  the; 
lOietary  Guielelines,  weiulel  he  available; 
witheint  re;strie;tion  uneler  these 
.stanelarels.  Many  jireiehie:ts  that  weiulel 
neit  meet  thei.se  stanelarels  uneler  e:urre;nt 
preielue;t  formulations  anel  pae:kage  sizes 
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could  meet  the  .standards  with  changes 
to  product  packaging  size  or  product 
formulation.  In  some  ca.ses.  necessary 
formulation  changes  wonld  h(!  relatively 
modest  (e.g..  adding  or  increasing  whole 
grains  in  certain  products),  while  in 
others,  mort?  significant  changijs  wonld 
lx;  recpiired  in  ord(!r  for  a  ])roduct  to 
meet  the  competitive  food  standards. 
.Some  products  may  also  he  ahh;  to  meet 
the  standards  hv  modifving  i)ackaging: 
for  example,  reducing  existing  single- 
.serving  j)ackages  to  meet  calorie  or 
sodium  retpiirements.  Finally,  then;  an; 
some  products,  such  as  tho.se  in  which 
sugar  is  the  j)rimarv  ingredient,  for 
which  it  is  unlikely  that  changes  could 
imxlifv  the  j)roduct  in  a  way  that  would 
allow  the  product  to  com])ly  with  the 
competitive  food  standards.  Such 
products  include  soft  drinks  that 
contain  sugar  and/or  caffeine  (proj)o.sed 
to  he  restricted  for  elementarv  and 
middle  .school  students),  candy  and 
other  confections,  whole  milk.  jams, 
jcdlies.  certain  dessert  items  as  well  as 
certain  fruit  j)roduct.s  that  contain  added 
sugars. 

.Snack  foods  such  as  chips  and  other 
bagged  snack  items  would  most  likcdv 
1m!  most  impacted  hv  the  ])ropo.s(!d 
sodium,  calorie  and  fat  standards,  as 
well  as  the  nupiirmiumt  that  the  item 
contain  5t)‘y<>  or  more  whole  grains,  or 
have  its  first  ingredient  hi;  a  whole  grain 
or  other  food  to  encourage  as 
recommended  hv  the  IXIA.  As  cnrrentlv 
jiackaged.  many  baked  tortilla  chijis, 
reduced  fat  corn  chijis  and  baked  potato 
chijis  would  meet  the  jiroiiosed 
standards  and  would  he  allowed. 
However,  other  snack  jiroducts  as 
cnrrently  packaged  and  formulated, 
such  as  regular  corn  chips,  cheese  puffs 
and  many  flavored  popcorn  snack  items 
would  not  meet  the  .standards. 

drain  ha.sed  des.sert  items  such  as 
cookies,  snack  bars,  pa.stries  and  cakes 
wonld  likely  he  most  impacted  by  the 
projio.sed  grain,  sugar,  fat.  and  calorie 
.standards.  As  currently  jiackaged.  many 
low-fat  granola  bars  could  he  sold,  while 
many  cereal  bars,  cookies,  and  snack 
cakes  cnrrentlv  contain  too  much  sugar 
to  meet  the  jirojiosed  .standards.  A 
number  of  other  |)o|)ular  jiroducts.  such 
as  certain  sweet  snack  crackers,  may  he 
able  to  meet  the  staiulards  if  such  items 
are  reformulated  to  increa.se  the  amount 
of  whole  grains  they  contain. 

Fruit-based  jiroducts  with  relatively 
limited  amounts  of  added  sugar  or  other 
Jiroducts  would  Ik;  allowed.  For 
examjile.  some  frozen  fruit  treats  have 
water  and  fruit  as  their  first  ingredients 
and  are  below  the  sugar  limits. 

Ihiwever.  many  other  fruit  snacks  and 
fruit  beverages  that  have  added 
ingredients  would  be  limited  by  sugar 


and  calorie  limits.  For  examjile.  nearly 
half  of  the  calories  contained  in  most 
gnmmy  fruit  snack  and  fruit  roll-uji  tvjie 
Jiroducts  are  derived  from  sugar. 
Similarly,  many  frozen  frnit  jiojisicles  or 
sorbet  jiroducts  have  water  and  sugar  as 
their  first  ingredients  and.  as  such, 
would  not  meet  the  jirojiosed  standards. 

Hairy  snack  jiroducts  are  mo.st 
imjiacted  by  the  jirojiosed  fat.  sugar,  and 
sodium  standards  included  in  this  rule. 
.Some  frozen  dairy  jiroducts.  jiuddings. 
etc.  as  currently  formulated  would  meet 
the  jirojio.sed  standards,  while  others 
would  not.  However,  mo.st  low  fat/ 
nonfat  yogurt  jiroducts  will  meet  the 
standards  due  to  the  total  sugar 
exemjition  jirojio.sed  in  this  rule. 

In  addition,  low  fat  chee.ses  are 
jirojio.sed  to  he  exemjit  from  the  fat 
standards,  and  many  lower-sodinm 
chee.se  jiroducts  would  (jualify. 

Beverages,  other  than  milk,  wonld  he 
limited  by  calorie  and  caffeine 
standards.  While  regnlar  .soda  would  not 
he  allowed,  diet  sodas  would  be 
jiermitted  in  high  .schools  in  20  oz. 
containers.  Zero  calorie  versions  of 
sjiort  drinks  or  fitness  waters  would  also 
be  allowed  in  high  schools  in  20  oz. 
jiortions.  as  wonld  12  oz.  jiortions  of 
sjiorts  drinks  or  other  beverages  with  40 
calories  jier  8  oz.  (Alternative  1)1)  or  .'iO 
calories  jier  8  oz  (Alternative  n2)In 
evaluating  the  imj)acts  of  this  j)roj)o.s(!d 
rul(!.  the  Dej)artment  has  also 
consiilered  the  imj)act.s  of  these  changes 
on  the  vendors  that  .suj)j)lv  food  items, 
including  comj)(!titive  food  items,  to 
schools  for  .sale  outside  of  the  Fiuleral 
school  meal  jirograms.  The  jjrojiosed 
rule  may  rerjuire  a  numh(!r  of  .SFA’s  to 
significantly  change  the  food  itians  that 
are  offerttd  for  .sale  on  .school  grounds. 
However,  from  the  date  of  jjuhlication  of 
this  ju'ojjosed  rule,  SFA’s  and  their 
vendors  will  have  significant  time  to 
j)rej)are  for  this  transition.  Further, 
while  it  is  anticijiated  that  this 
regulation  will  eventually  imj)rove  the 
nutritional  oj)tion.s  offered  to  students, 
the  D(;j)artment  estimates  overall  direct 
imj)act  on  the  sales  of  food  items  in  the 
IJ.S.  would  h(!  very  limited.  Currently, 
the  Dej)artm(;nt  estimates  that  thi;  sale  of 
comj)etitive  foods  in  schools  mav 
rej)re.sent  less  than  oiu;  jMjrcent  of  all 
food  .shij)ment.s  from  IJ.S.  food 
manufacturcMS.  Notwithstanding  this 
initial  analysis,  the  I)(ij)artment  is 
sjjecificallv  seeking  comments  on 
imj)acts  of  tin;  j)roj)o.sed  rule  on  the  IJ.S. 
food  industry,  including  small 
husine.sses,  beyond  what  is  di.scnssed 
above  and  on  ways  these  imj)act.s  can  he 
minimized  consistent  with  the  jnirj)o.ses 
of  .section  10  of  the  (Jhild  Nutrition  Act 
of  1900. 


Recordkeeping  and  Monitoring 
Requirements 

This  rule  j)roj)o.ses  to  imj)o.se 
r(!cordkeej)ing  retjuirements  on  local 
luhicational  agencies  regarding  the 
imj)l(!mentation  of  these  j)roj)o.sed 
nutrition  standards  in  areas  und(!r  their 
jurisdiction  that  are  outside  of  tlui 
control  of  the  .school  food  .service 
oj)eration.  The  comj)etitive  food 
nutrition  standards  aj)j)ly  throughout 
the  .sc;hool  camj)u.s  and  aj)j)ly  to  all  food 
available  for  sale  to  .students  outside  of 
the  nninhursahle  school  meals  at  anv 
v(!nue  available  to  students  for  the 
j)urcha.se  of  food,  such  as  school  stores, 
vending  machimis.  conce.ssion  stands, 
fundraising  events  held  on  cainjjiis. 
snack  bars,  etc.  It  is  the  resjjonsihility  of 
.school  food  authorities  to  ensure  and 
document  that  foods  sold  by  the  school 
food  service  to  .students  during  the  meal 
service  j)eriod.s  in  meal  serx  ice  areas 
meet  the  j)roj)osed  comj)etitive  food 
standards.  However,  since  these 
comj)etitive  food  standards  aj)j)lv  to 
foods  .sold  throughout  all  of  the  venues 
available  in  the  schools  (other  than 
nMinhiirsahle  meals),  the  resjjonsihilitv 
for  (hanonstrating  comj)liance  with 
these  comj)etitive  food  recjuirements 
mn.st  also  include  the  local  educational 
agencv.  as  defined  in  ^210.2  of  the 
current  N.SLl’  regulations,  as  well.  This 
j)roj)o.s(!d  rule  j)rovide.s  that  local 
educational  agencies  shall  nujuire  that, 
at  a  minimum.  receij)t.s.  nutrition  labels 
or  j)rodnct  sj)ecifications  he  maintained 
by  tho.se  designated  as  resjjonsihle  for 
comj)etitive  food  servicx;  at  the  various 
vcaiues  in  the  .schools  in  order  to  ensure 
and  document  comj)liance  with  the 
comjjetitive  food  recjuirements  for  the 
foods  and  beverages  available  to  be  sold 
to  students  at  the.se  venues.  FNS  will 
jaovide  technical  assistance  and 
guidance  as  nec;e.ssary  to  State  agencies 
and  local  educational  agencies  in  this 
regard.  3'hi.s  jjrojjostal  jjrovision  may  be 
found  at  ^  210.1 1  (h)(3). 

It  is  j)roj)osed  that  State  agencies  In; 
resjionsible  for  monitoring  comj)liance 
with  the  recjuirements  of  the 
comj)etitiv(;  food  nutrition  .standards 
through  a  review  of  local  (;ducational 
agencv  records  documenting 
comjjliance  with  these  requirements. 
This  retjuirement  has  been  included  in 
4?  210. 18(h)(7)  as  j)art  of  tin;  geimral 
areas  of  State  agency  administrative; 
review  re.sj)on.sihilitie.s.  As  with  other 
jn’ogram  violations,  if  a  State  agency 
determines  during  an  administrative 
review  that  violations  of  the  comj)etitive 
food  standards  have  occurred,  corrective 
action  j)lan.s  would  be  r(;tjuired  to  he 
submitted  to  the  State  agency  by  the 
local  (;ducational  agency  and  school 
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food  authority.  I-'NS  will  eoiisider  any 
lurther  actions  that  may  he  associated 
with  continued  noncoin])liance  with 
competitive  food  standards,  among 
other  ])rogram  violations,  in  a 
forthcoming  ])roposed  ride 
im|)lementing  Section  303  of  the 
llUFKA,  Fintis  for  Mohiting  Frognnn 
lUHiiiiroiuonts. 

Procedural  Matters 

Exocutivo  Ordor  12366  oud  Hxociitivo 
Ordor  13563 

Fxecutive  Orders  12800  and  13503 
direct  agencies  to  as.sess  all  costs  and 
benefits  of  available  regulatorv 
alternatives  and.  if  regulation  is 
nece.ssary,  to  select  regulatory 
apjiroaches  that  maximize  net  benefits 
(including  potential  economic, 
environmental,  public  health  and  safety 
effects,  distributive  impacts,  and 
eiluity).  Executive  Order  13503 
emphasizes  the  im])ortance  of 
(luantifving  both  costs  and  benefits,  of 
reducing  costs,  of  harmonizing  rules, 
and  of  |)romoting  flexibility. 

This  proposed  rule  has  been 
designated  an  “economically  significant 
regulatory  action"  under  section  3(f)  of 
I'ixecutive  Order  128(j0.  Accordinglv, 
the  rule  has  been  reviewed  by  the  (Iffice 
of  Management  and  Budget. 

lio<>id(itorv  FloxihilUv  Aiudvsis 

3’his  rule  has  been  reviewed  with 
regard  to  the  reiinirements  of  the 
Regulatorv  Flexihilitv  Act  of  1980  (5 
I J. 8.0.001-012).  It  has  been  certified 
that  this  rule  will  have  a  significant 
economic  impact  on  a  suh.stantial 
number  of  .small  entities. 

The  reijuirenients  established  by  this 
propo.sed  rule  will  ajijdy  to  school 
districts,  which  meet  the  definitions  of 
“small  governmental  jurisdiction”  and 
“small  entity”  in  the  Regulatory 
Flexibility  Act.  An  Initial  Regulatory 
Flexibility  Act  analysis  is  included  in 
the  preamble. 

Un  fundod  Adandolos  Hofonn  Act 

Title  11  of  the  Unfnnded  Mandates 
Reform  Act  of  1905  (IJMRA).  Public 
Law  104-4,  establishes  re(]uirements  for 
F’ederal  ageiunes  to  assess  the  effects  of 
their  regulatory  actions  on  State,  local, 
and  'I’rihal  governments  and  the  private 
.sector.  Under  section  202  of  the  IIMRA, 
the  Dejiartment  generally  must  prejiare 
a  written  statement,  including  a  cost/ 
benefit  analysis,  for  jiroposed  and  final 
rides  with  Federal  mandates  that  may 
result  in  expenditures  to  State,  local,  or 
'ITihal  governments,  in  the  aggregate,  or 
to  the  private  sector,  of  SI  00  million  or 
more  in  any  one  year.  When  such  a 
statement  is  needed  for  a  rule,  .section 


205  of  the  UMRA  generally  reijiiires  the 
Dejiartment  to  identifv  and  consider  a 
reasonable  number  of  regulatorv 
alternatives  and  ado])t  the  least  costlv, 
more  cost-effective  or  lea.st  burdensome 
alternative  that  achieves  the  objectives 
of  the  rule.  This  rule  does  not  contain 
Federal  mandates  (under  the  regulatorv 
lirovisions  of  Title  II  of  the  UMRA)  that 
impo.se  costs  on  State,  local,  or  Tribal 
governments  or  to  the  private  .sector  of 
Slot)  million  or  more  in  any  one  vear. 
This  rule  is.  therefore,  not  subject  to  the 
riKiuirements  of  sections  202  and  205  of 
the  UMRA. 

Excel  dive  Order  12372 

The  NSLP  is  listed  in  the  Catalog  of 
Federal  Domestic  Assistance  under  No. 
10.555.  The  SBP  is  li.sted  in  the  Catalog 
of  Federal  Domestic  Assi.stance  under 
No.  10.553.  F'or  the  reasons  set  forth  in 
the  final  rule  in  7  CFR  part  3015, 

Suhpart  V  and  related  notice  (48  FR 
29115,  )une  24,  1983),  these  jirograms 
are  included  in  the  .scope  of  Executive 
Order  12372,  which  reijiiires 
intergovernmental  consultation  with 
State  and  local  officials. 

Executive  Order  13132 

Executive  Order  13132  requires 
Imderal  agencies  to  consider  the  inqiact 
of  their  regulatory  actions  on  State  and 
local  governments.  Where  such  actions 
have  federalism  inijilications,  agencies 
are  directed  to  juovide  a  statement  for 
inclusion  in  the  jireamhle  to  the 
regulations  de.scribing  the  agenev's 
considerations  in  terms  of  the  three 
categories  called  for  under  section 
(())(1))(2)(B)  of  Executive  Order  13132. 
USDA  has  considered  the  imjiact  of  this 
rule  on  State  and  local  governments  and 
has  determined  that  this  rule  iloes  not 
have  federalism  iiujilications.  This  rule 
does  not  inijjo.se  sub.stantial  or  direct 
coiujiliance  co.sts  on  State  and  local 
governments.  Therefore,  under  Section 
(i(h)  of  the  Executive  flrder,  a  federalism 
.summary  iinjiact  .statement  is  not 
reijuired. 

Executive  Order  12668 

This  rule  has  been  reviewed  nnder 
Executive  Order  12988.  Civil  justice 
Reform.  This  ride  is  intended  to  have 
jireeiujitive  effect  with  resjiect  to  any 
State  or  local  laws,  regulations  or 
jiolicies  which  conllict  with  its 
ju'ovisions  or  which  would  otherwi.se 
imjiede  its  full  imjilenientation.  This 
rule  is  not  intended  to  have  retroactive 
effect  unless  siiecified  in  the  DATES 
section  of  the  final  rule.  Prior  to  any 
judicial  challenge  to  the  jirovisions  of 
this  rule  or  the  ajijilication  of  its 
jjrovisions,  all  ajijilicable  administrative 
jirocedures  must  lie  exhaii.sted. 


Civil  Bights  hupuct  Aiudvsis 

FNS  has  reviewed  this  rule  in 
accordance  with  Dejiartmental 
Regulations  43()()-4,  “Civil  Rights 
hnjiact  Analysis.”  and  1512-1. 
“Regulatory  Decision  Making 
Reijiiirements.”  After  a  careful  review  of 
the  rule’s  intent  and  jirovisions,  FNS 
has  determined  that  this  rule  is  not 
intended  to  limit  or  reduce  in  anv  wav 
the  ability  of  jirotected  clas.ses  of 
individuals  to  receive  benefits  on  the 
basis  of  their  race,  color,  national  origin, 
sex.  age  or  di.sahility  nor  is  it  intended 
to  have  a  differential  inqiact  on  minoritv 
owned  or  iqierated  business 
establishments  and  woman-owned  or 
ojierated  business  establishments  that 
jiarticijiate  in  the  Child  Nutrition 
Programs. 

Puperw'ork  Reduction  Act 

The  Pajierwork  Reduction  Act  of  1995 
(44  U.S.C.  Chaj).  35;  see  5  CFR  1320). 
requires  that  the  Office  of  Management 
and  Budget  (OMB)  ajqirove  all 
collections  of  information  hv  a  Federal 
agency  from  the  juihlic  before  they  can 
he  inqilemented.  Resjiondents  are  not 
required  to  resjiond  to  any  collection  of 
information  unless  it  disjilavs  a  current, 
valid  OMB  control  lumiber.  'I'liis 
jirojio.sal  would  reijiiire  a  new 
collection.  The  new  jirovisions  in  this 
ride  which  would  increase  Inirden 
hours,  affect  the  information  collection 
reijiiirements  that  will  be  merged  into 
the  National  School  Eimch  Program, 
OMB  Control  Niimlier  #0584-0()()(i, 
exjiiration  date  5/31/2012.  The  current 
collection  hurden  inventory  for  the 
National  School  hunch  Program  is 
12,181.012.  These  changes  are 
contingent  iqion  OMB  ajijiroval  under 
the  Pajierwork  Reduction  Act  of  19t)5. 
When  the  information  collection 
requirements  have  been  ajijinived,  FNS 
will  juiblish  a  sejiarate  action  in  the 
Federal  Register  announcing  OMB’s 
ajijiroval. 

Comments  on  the  information 
collection  in  this  jirojiosed  ride  nuist  be 
received  by  Ajiril  9,  2013. 

Send  comments  to  the  Office  of 
Information  and  Regulatorv  Affairs, 
OMB.  Attention:  Desk  Officer  for  FNS. 
Wa.shington.  DC  20503.  I’lease  also  send 
a  cojiv  of  your  comments  to  Ion  Carcia, 
Program  Analysis  and  Monitoring 
Branch,  Child  Nutrition  Division.  3101 
Park  Center  Drive.  Alexandria,  VA 
22302.  For  further  infonuatiou.  or  for 
cojiies  of  the  information  collection 
requirements,  jilease  contact  Lynn 
Rodgers-Kujierman  at  the  address 
indicated  above.  Comments  are  invited 
on:  (1)  Whether  the  jirojio.sed  collection 
of  information  is  necessary  for  the 
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|)r()|)er  performance  of  the  Agency’s 
functions,  including  whetlier  tlie 
information  will  have  practical  utilitv: 

(2)  the  accuracy  of  the  Agency's 
t!stimate  of  the  |)ropo.s(*d  information 
collection  hurchm.  including  the  validity 
of  the  methodology  and  assnm])tions 
us(!(l;  (8)  ways  to  enhance  the  (|uality. 
utility  and  clarity  of  the  information  to 
Im;  collected;  and  (4)  ways  to  minimize 
the  hunlen  of  the  collection  of 
information  on  tho.si;  who  are  to 
respond,  including  u.se  of  appropriate 
automated,  electronic,  mechanical,  or 
other  t(!chnological  collection 
techni(]n(is  or  other  forms  of  iidbrmation 
technology. 

All  responses  to  this  reipie.st  for 
comments  will  lx;  snmmarizixl  and 
included  in  the  recpie.st  for  OMH 
ajjproval.  All  comments  will  al.so 
Ixicome  a  matter  of  public  nicord. 

National  School  Lunch  Program 
and  .School  Bniakfa.st  Program:  Nutrition 
.Standards  for  All  Foods  .Sold  in  .School 
as  Riuinired  by  the  Healthy,  lhmg(!r-Fre(! 
Kids  Act  of  2010. 

OMIi  Xhimixn-:  O.'184-NI' W 

Exj)ir(tti(m  Data:  Not  Y(!t  Hcilermimul 


7’ype  of  Ihxjiwst :  New  Collection 

Al)st met:  Thin  rule  sets  forth  ])roposed 
j)royisions  to  implement  sections  208 
and  208  of  Public  Law  lll-2‘)().  the 
Healthy.  Hung()r-Free  Kids  Act  of  2010 
(HHFKA).  enacted  HeccMulxir  18.  2010. 

.Section  208  of  the  HHFKA  amends 
section  0(a)  of  tin;  Richard  B.  Russell 
National  .School  Lunch  Act  by  reepuring 
that  schools  jjarticipating  in  tin;  N.SLP 
make  ])otahle  Wiiter  available  to  children 
at  no  charge  in  the  place  where  hmch(!s 
are  served  during  the  meal  service.  This 
is  a  nondisenitionary  re(juir(;ment  of  the 
HHFKA.  effective  October  1, 2010. 

Section  208  of  the  HHFKA  amends 
Section  10  of  the  (Mdld  Nutrition  Act  of 
1000  (42  II.S.C.  1770)  to  give  the 
Secretary  of  Agriculture  new  authority 
to  establish  nutrition  standards  for  all 
foods  and  beverages  .sold  outside  of  the 
Federal  .school  meal  programs  on  the 
campus  of  schools  during  the  school 
day.  The  (^NA  as  amended  by  the 
HHFKA  rerpdres  that  the  .Secretary 
promnlgat(;  pro|)os(;d  njgulations  to 
(islahlish  st;ience-l)ased  nutrition 
standards  for  foods  sold  in  .schools  other 


than  those  foods  ])rovided  under  the 
CNA  and  NSLA. 

Tho.se  partici])ating  in  the  .SBP  alsc) 
participate  in  tin;  N.SLP.  thus  the  burden 
associated  with  the  .SBP  will  he  carricul 
in  tlu!  N.SLP.  The  average  burden  j)er 
record  and  the  annual  burden  hours  for 
recordk(!eping  are  exi)lained  below  and 
summarized  in  tlu;  charts  which  follow. 
In  addition.  ])rovisions  under  sections 
208  and  208  of  the  HHFKA  do  not 
contain  new  r(;])orting  reciuirements. 

liocordkoepers  for  this  Proposed  Pule: 
.State  Agencies  (.SAs)  (.'57)  and  .School 
Food  Authorities  (SFAs)  (20,8.'58)  and 
.Schools  (101.747) 

Estimated  I\himher  of  Record  keepers 
for  this  Proposed  Rule:  122.002 

Estimated  \himher  of  Records  per 
Recordkeeper  for  this  Proposed  Rule: 
1.0884.'57 

Estimated  Tot(d  y\nnu(d  Records: 
120.700 

Estimated  Average  Rurden  Hours  per 
Record:  7. :n217 

Estimated  Total  Annual  Rurden 
Hours  on  Recordkeepers  for  this 
Proposed  Ride:  t)20,t)8.'5 


Estimated  Annual  Burden  for  0584— New,  Nutrition  Standards  for  All  Foods  Sold  in  School 

[7  CFR  210] 


Estimated 

Records  per 

Average 

Average 

Annual 

Section 

record - 
keepers 

record- 

annual 

burden  per 

burden 

keeper 

records 

record 

hours 

Recordkeeping 


SAs  shall  ensure  that  the  LEA  com- 

7  CFR 

57 

73 

4,161 

0.25 

1,040 

plies  with  the  nutrition  standards  for 
competitive  foods  and  retains  docu¬ 
mentation  demonstrating  compliance. 

210.18(h)(7) 

LEAs  and  SFAs  shall  be  responsible 

7  CFR 

20,858 

1 

20,858 

20 

417,160 

for  maintaining  records  documenting 
comptiance  with  the  competitive  food 
standards. 

210.11(b)(3) 

Organizations  responsible  for  competi- 

7  CFR 

101,747 

1 

101,747 

5 

508,735 

five  food  service  at  various  venues  in 
schools  shall  maintain  records. 

210.11(b)(3) 

Total  Recordkeeping  for  Proposed 
Rule. 

122,662 

126,766 

7.3122 

926,935 

7  CFR  21 0.1. >5  and  7  CFR  210.20 
re(]uire  that,  to  participate  in  the 
National  .School  Lunch  Program,  school 


food  authorities  and  .State;  agencies  must 
maintain  records  to  demonstrate 
com])liance  with  Program  re(]uir(;m(;nts. 

Summary  of  Burden  (OMB  #0584-NEW) 


7  CFR  210.28  further  reeiuires  that  .State 
ag(;ncies  and  school  food  authorities 
maintain  records  fora  |)(!riod  of  8  years. 


Total  No.  Recordkeepers . 

Average  No.  Records  per  Recordkeeper  . 

Total  Annual  Records  . 

Average  Hours  per  Record . 

Total  Burden  Hours  for  Part  210  with  Proposed  Rule  . 

Current  OMB  Inventory  for  Part  210  . 

Difference  (New  Burden  Requested  with  Proposed  Rule) 


122,662 
1 .033457 
126,766 
7.31217 
13,107,947 
12,181,012 
926,935 
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E-Crovcrnnwnt  Act  Compliance  / 

'I’lio  l-’ood  and  Nutrition  Sorvicc;  is 
coininittod  to  complying  with  iho  E- 
Covorninont  Act  of  2002.  to  ])roinoto  tho  ^ 
uso  of  tho  Intornol  and  other 
information  tochnologios  to  provide  ‘ 

increased  o])])ortnnities  tor  citizen  ' 

access  to  (Government  inlormation  and 
services  and  for  other  pnrjioses. 

Executive  Order  131 75— Consultation 
and  Coordination  With  Indian  Tribal 
Coverninents 

Executive  Order  12175  reepures 
Federal  agencies  to  consult  and 
coordinate  with  Tribes  on  a 
government-to-government  basis  on 
policies  that  have  Tribal  implications, 
including  regulations,  legislative 
comments  or  proposed  legislation,  and 
other  polic;y  statements  or  actions  that 
have  substantial  direc;t  effects  on  one  or 
more  Indian  T  rihes.  on  the  relationship 
between  the  Federal  (Government  and 
Indian  Tribes,  or  on  the  distribution  of 
power  and  resjmnsihiliticxs  hetweim  the 
federal  government  and  Indian  Tribes, 
hi  Sjiring  201 1 .  FNS  offered 
o])portnnilies  lor  consultation  with 
Tribal  officials  or  their  designees  to 
discuss  the  inijiact  of  the  Healthy. 

1  iunger-l-ree  Kids  Act  of  201t)  on  tribes 
or  Indian  Tribal  governments.  The 
consultation  sessions  were  coordinated 
by  1-NS  and  held  on  the  following  dates 
and  locations; 

1.  HUFKA  Webinar  K  Conference 
Call—April  12,  2011 

2.  Mountain  Elains — IIIIFKA 
Consultation.  Rapid  City,  SD — Man;h 
23,  2011 

3.  HHFKA  Webinar  &  Conference 

Call — Jimt-'  Gidll 

4.  Tribal  Self-Covernance  Annual 
Conference  in  Ralm  Springs,  CA— May 
2.2011 

5.  National  Congress  of  American 
Indians  Miil-Year  Conference. 
Milwaukee.  WI — June  14.  2011 

The  five  consultatit)n  sessions  in  total 
provided  the  op])ortunity  to  address 
Tribal  concerns  related  to  school  mixils. 
There  were  no  comments  about  this 
regulation  during  any  of  the 
afonmientioned  Tribal  consultation 


Re^alatorv  Impact  Analysis  Summary 
As  nupiired  for  all  rules  that  have 
been  designated  as  significant  by  the 
Office  of  Management  and  Budget,  a 
Regulatory  Impact  Analysis  (RIA)  was 
(levelojjed  for  this  proposal.  A  summary 
is  pr(!.sent(Ml  below.  I  lu;  lull  RIA  is 
published  as  part  ol  the  Docket  ou 
ivww’.re^alations.yov. 


Re])orts  from  these  consultations  are 
|)art  of  the  IISDA  annual  reporting  on 
Tribal  consultation  and  collaboration. 
FNS  will  resj)ond  in  a  timely  and 
meaninglul  manner  to  1  rihal 
gov(!rnment  retpiests  tor  consultation 
concerning  this  rule.  Currently,  FNS 
provides  regularly  scheduled  cpiarterly 
considtation  sessions  as  a  venue  loi 
collaborative  conversations  with  Tribal 
officials  or  their  designees. 


bleed  for  Action  h 

The  proposed  ruh;  resjjonds  to  two 
provisions  of  the  1  lealthy.  Hunger-Free  <■' 

Kids  Act  of  2010.  Section  208  of 
HHFKA  amended  Section  10  of  the 
Child  Nutrition  Act  of  1900  to  reciuire  I' 

the  Secretary  to  establish  science-based  ^ 

nutrition  standards  lor  all  loods  sold  in 
schools  during  the  sc:hool  ilay. 

cl 

Benefits  s 

The  primary  purpose  of  the  jjroposeil  ( 
rule  is  to  ensure  that  nutrition  standards  c 
for  comjjetitive  foods  are  consistent 
with  the  most  recent  D(GA  ( 

recommendations,  ettei;tively  holding  ^ 

competitive  foods  to  the  sanui  standards  ! 

as  the  rest  of  tlu;  foods  sold  at  school  i 

during  the  school  day.  The.se  standards,  ' 
c;omhined  with  recent  improvements  in 
school  meals,  will  help  i)romote  diets 
that  contribute  to  students’  long-term 
health  and  well-being.  And  they  will 
support  ])ar(mts’  efforts  to  jiromote 
healthy  choices  lor  children  at  home 
and  at  school. 

Ohesitv  has  become  a  major  public 
health  concern  in  the  H.S..  vvitli  one- 
third  of  H.S.  children  and  adolescents 
now  considered  overweight  or  obese 
(Bevdoun  and  Wang  2011  ■*).  with 
current  childhood  obesity  rates  lour 
times  higher  in  children  ages  six  to  11 
than  they  were  in  the  early  lOOOs  (19  vs. 

4  jiercent).  and  three  times  higher  (17 
vs.  5  iiercent)  for  adolescents  ages  12  to 
19.^*  Research  focused  specifically  on 
the  effects  of  obesity  in  children 
indicates  that  obese  children  feel  they 
are  less  capable,  both  socially  and 
athletically,  less  attractive,  and  less 
worthwhile  than  their  non-obese 
counterparts.'’  Further,  then;  are  direct 

'  Hiivdoim.  M.A.  and  V.  Wan».  2011.  .Socio- 
doinosrapliic  disparitiiis  in  dislriluilinn  .sliilt.s  ovnr 
linu!  in  various  adiiiosity  niuasuros  iimiiiiK 
Ainorican  diildron  and  adolosconts:  Wlial  c.liaiiHos 
in  provalunco  ralus  could  not  rovoal.  Inlcnuilionnl 
loiiriuil  1)1 1’rdidiric  Ohesily.  ti:2 1-25.  As  cilod  in 
Pood  Laliolina:  Caloriu  l.alioling  ot  Arliclos  ol  Pood 
in  Vondins  Machinos  Nl’RM.  2011.  I’ruliininaiy 
K(!milalorv  linpacl  Analysis.  Dockol  No.  PDA— 201 1- 
P-0171. 

"■Ogdon  ol  al.  Pruvalonco  of  ()l)rsilv  Aiiioi)<i 
Childnm  and  Adoirsrrnis:  I  'niliul  Slalas.  Trends 
/.<«;.(- I'W.'i  rinonyh  2007-2008.  CDC-NHC.S.  NCII.S 
lloallh  P-.Slat.  )uno  2010.  On  Iho  wol)  al 

\\\v\v.i:dc.gov/nchs/daln/lu)slnl/ 

ohasilv  tliild  07  08/ ohasHyjddtd  07  08.hlin. 

1  '■  Kia/.i.  A..  S.  .Shakoor.  I.  Dundas.  C.  Pi.sor.  and 

.S.A.  MoKon/.io.  2010.  Hoallh-rolalod  (piality  ol  lilo 


economic  costs  due  to  i;hildhood 
obesity:  S237.(i  million  (in  2005  dollars) 
in  inpatient  costs  ^  and  annual 
prescription  drug,  emergency  room,  and 
outiiatient  costs  of  S14.1  billion." 

Because  the  factors  that  contribute 
both  to  overall  foml  consumiition  and  to 
obesity  are  so  complex,  it  is  not  jiossible 
to  define  a  level  ol  disease  or  cost 
reduction  expected  to  result  from 
implementation  of  the  rule.  1  here  is 
some  evidence,  however,  that 
comiietitive  food  standards  can  improve 
c;hildren's  dietary  (piality; 

•  Taber.  (Ghricpii.  and  (Ghaloujika 
(2012")  concluded  that  (Galifornia  high 
school  students  consumed  fewer 
calories,  less  fat,  and  less  sugar  at  s(.hool 
than  students  in  other  States.  Their 
analvsis  “suggested  that  (Galifornia 
students  did  not  compensate  for 
consuming  less  within  school  by 
consuming  more  elsewhere”  (p.  455). 

•  Schwartz,  Novak,  and  Fiore, 

(2009  "’)  determined  that  healthier 
competitive  food  standards  decreased 
student  consumption  of  low  nutrition 
items  with  no  com])ensating  increase  at 
home. 

•  Researchers  at  Healthy  Eating 
Research  and  Bridging  the  (Gap  found 
that  “lt|he  best  evidence  available 
indicates  that  policies  on  snack  foods 
and  beverages  sold  in  school  impact 
children's  diets  and  their  risk  lor 
obesity.  Strong  jiolicies  that  jirohibit  or 
re.strici  the  sale  of  unhealthy 
competitive  foods  and  drinks  in  schools 
are  associated  with  lower  jiroiiorlions  of 
overweight  or  obese  students,  or  lower 
rates  of  increase  in  student  BMI” 
(Healthv  Eating  Research  and  Bridging 
the  (Gap.  2012,  p.  3"). 


in  a  clinical  sample  ol  obese  chilitren  and 
adolesc.enis.  Heallli  and  Qualily  ol  l.ife  (bilcomes. 
11:124- Kill. Samuels  Is  Associates.  2(KH).  {.ompelitive 
Poods.  Policy  Brief  jirepared  by  Samuels  H 
Associates  for  The  California  Pndowment  and 
Koberl  Wood  lohnson  Poundaliou.  Available  al: 

hill)://m\\v.luHdlhyeatinyacli\vronnnnnities.oi-<i/ 

downloads/ 

^Trasande.  1...  V.  Liu.  C.  Pryer.  and  M.  W'eil/.mau. 
201)11.  Trends:  liffects  ol  Childhood  Obesity  on 
Hospital  Care  and  Costs.  l>)(H)-2()05.  Healih  Affairs. 
2K:\v751-\v7(iO. 

•‘Cawlev.  |.  2010.  The  Picouomics  of  Childhood 
Ohesitv.  llaalth  Affairs.  20:204-271.  As  cited  in 
Pood  bibeling:  Calorie  Labeling  of  Articles  ol  Pood 
in  Vending  Machines  NPKM.  2011.  Preliminary 
Kegulatorv  Impact  Analysis.  Docket  No.  PDA-201 1- 
P-0171. 

'•Taber.  D.K..  |.P.  Chriipii.  and  P.  ).  C.halou|)ka. 
2012.  Differences  in  Nutrient  Intake  Associated 
With  Slate  Laws  Regarding  Pat.  Sugar,  and  (.aloric 
Content  of  Competitive  Poods.  .Uchivas  ofPadialric 
a-  .  Ulolascanl  Medicine.  100:452-4511. 

'"Schwartz.  M  IL.  S.A.  Novak,  and  S.S.  Piore. 
2000.  rhe  Impact  of  Removing  .Snacks  ol  Low 
Nutritional  Value  from  Middle  .Schools.  Health 
Pdneation  fr  liehavior.  20:0t)0-101 1 . 

"  Healthy  Piating  Research  and  Bridging  the  (laj). 
2012.  Influence  ol  Competitive  Pood  and  Be\(uage 
Policies  on  (.hildren's  Diets  and  Childhood  Obesity. 
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A  recent,  comprehensive,  and 
groundbreaking  assessment  of  the 
evidence  on  tlie  importance  of 
competitive  food  standards  condnctcul 
hy  the  Pew  Healtli  (ironp  conclndiul 
that  a  national  competitive  foods  policy 
would  increase  student  ex])osur(!  to 
healthier  foods,  decrease  (jxposnre  to 
le.ss  healthy  foods,  and  would  also 
likely  improve  the  mix  of  foods  that 
stiuhmts  j)nrchase  and  consume  at 
.school.  Researchers  concluded  that 
these  kinds  of  changes  in  food  ex])osnre 
and  consumption  at  school  are 
important  influences  on  the  overall 
(luality  of  children's  diets. 

Although  nutrition  standards  for 
foods  sold  at  .school  alone  mav  not  be 
a  determining  factor  in  children's 
overall  diets,  they  are  critical  to 
providing  children  with  healthy  food 
options  throughout  the  entire  school 
day.  Thus,  these  standards  will  help  to 
ensure  that  the  school  nutrition 
environment  does  all  that  it  can  to 
promote  healthy  choices,  and  help  to 
prevent  diet-related  health  ])rol)lems. 
Ancillary  benefits  could  derive  from  the 
fact  that  im])roving  the  nutritional  value 
of  competitive  foods  may  reinforce 
school-based  nutrition  education  and 
promotion  efforts  and  contribute 
significantly  to  the  overall  effect ivene.ss 
of  the  school  nutrition  environment  in 
promoting  healthful  food  and  physical 
activitv  clioices.'- 

Costs 

The  proposed  rule  recpiires  schools  to 
imi)rove  the  nutritional  (inality  of  foods 
offered  for  .sale  to  students  outside  of 
the  Federal  school  lunch  and  school 
brtxikfast  programs.  The  new  standards 
apj)ly  to  foods  sold  a  la  carte,  in  school 
stores  or  vending  machines,  and. 
pimding  provisions  of  the  final  ride 
regarding  occasional  exem])tions. 
through  in-school  fimdrai.sers  s])onsored 
by  students,  parents,  or  other  school- 
affiliated  groups.  Upon  implementation 
of  the  rule,  students  will  face  new  food 
choices  from  these  sources.  The  new 
choices  will  meet  standards  for  fat. 
saturated  fat.  sugar,  and  sodium,  and 
have  whole  grains,  low  fat  dairv,  fruits, 
vegetables,  or  protein  foods  as  their 
main  ingredients.  Onr  analysis 
examines  a  range  of  ])ossil)le  behavioral 

Aviiiliil)l(!  at  hlti)://m\  w.hf(illlnv(tlin!fn-soar(h.(>i-i’/ 
inui;^(-s/st()ri(!s/licr  ifst'dixh  liricfs/ 

(AimiM'lilivc  hodils  Isstif  Ilrh‘f_IU-^I1  liTC_7- 
2()12.i)(ll. 

'-  l’(!\v  Hfiallli  Urmip  and  RnlMai  Woiid  liilinson 
Fduiulalion.  2l)\2.  H(!all)  Impact  Assessment: 
National  Nutrition  .Standards  tor  .Snack  and  a  la 
(iiiiie  Foods  and  Hevi'rages  .Sold  in  Sr:liools. 
.Available  online:  htlp://\\  \vw.pi'\\l\iHiltl\.or<!,/ 
upltnuiddFilds/PHG/Coutmt  Level  I’dges/lleporls/ 
KS%2()HIA  FI  ’I.l."o20l{epoii"n2t)0(i2212 
_\VFI{'>o2llFI\AL-v2.p(ll. 


responses  of  stmhmts  and  schools  to 
these  changes.  To  e.stimate  potential 
effects  on  .school  rttvenne.  we  look  to  the 
experience  of  .school  districts  that  hiivi; 
adopted  or  pilotiul  competitive  food 
reforms  in  recent  years. 

The  jiractice  of  selling  foods  in 
competition  with  Federally 
reimhnr.sable  program  me;ils  and  snacks 
is  widespread.  In  SY  2()()4-2()()5,  82 
percent  of  all  schools — and  ‘12  percent 
of  middle  and  high  .school.s — offered  a  la 
carte  foods  ;it  lunch.  Vending  machines 
were  available  in  32  percent  of  all 
school.s  and  28  percent  of  elementary 
.schools,  87  percent  of  middle  schools, 
and  98  percent  of  high  schools  (Gordon, 
et  al.,  2()()7:  Volume  1,  pp  102-114). 

The  limited  information  available 
indicates  that  many  .schools  have 
succe.ssfully  introduc;ed  competitive 
food  reforms  with  little  or  no  lo.ss  of 
revenue  and  in  a  few  cases,  riivimiies 
from  competitive  foods  increased  after 
introducing  healthier  foods.  In  some  of 
the  school.s  that  showed  declines  in 
competitive  food  revenues,  losses  from 
reduciMl  .sales  were  fully  offset  hy 
incrixises  in  reimhnrsahle  meal  revenue. 
In  other  .schools,  stiidimts  resjiondiid 
favorably  to  tin;  healthier  ojitions  and 
competitive  food  revenue  declined  little 
or  not  at  all. 

But  not  all  .schools  that  adojitiul  or 
piloted  comjietitive  food  standards  fariul 
as  well.  Some  of  the  same  studies  and 
re])orts  that  highlight  school  success 
stories  note  that  other  school.s  sustained 
some  loss  after  imjilementing  similar 
standards.  While  in  some  ca.ses  these 
were  short-term  losses,  even  in  the  long¬ 
term  the  competitive  food  revenue  lost 
by  those  schools  was  not  offset  (at  least 
not  fully)  by  revenue  gains  from  the 
reimhnr.sable  meal  programs. 

Onr  analysis  examines  the  ])ossil)le 
effects  of  the  propo.sed  rule  on  school 
revenues  from  comjjetitive  foods  and 
the  administrative  costs  of  comjjlving 
with  the  rule’s  comjietitive  foods 
provisions.  The  analysis  n.ses  available 
data  to  construct  model-based  scenarios 
that  different  school.s  may  ex])erience  in 
im])lementing  the  proposed  rule.  While 
thesi!  vary  in  their  impact  on  overall 
school  food  revenue,  each  .scenario's 
estimated  impact  is  relativelv  small 
(-i-().4  ijercent  to  -0.7  percent).  In 
comjiarison,  the  regulations 
implementing  the  school  food  service 
revenue  provisions  of  HHFKA  would 
increase  average  overall  school  food 
revenue  hy  roughly  six  jKircent.  That 
said,  the  (lata  behind  the  .scenarios  are 
insufficient  to  assess  the  frecjiiency  or 
jirohability  of  schools  experiencing  the 
inijiacts  shown  in  each. 


List  of  Subjects 

7  CFH  Pari  210 

(irant  program.s-ediication;  (hant 
])rogram.s-health;  Infants  and  children; 
Nutrition;  Ke])orting  and  record keejiing 
nuiuirements;  .School  hniakfast  and 
hmch  ])rograms;  .Surplus  agricultural 
commodities. 

7  CFH  Part  220 

Grant  programs-education;  (Jrant 
programs-health;  Infants  and  children; 
Nutrition;  Rciporting  and  recordkeeping 
riKjnirements;  School  breakfast  and 
lunch  programs. 

Accordingly,  for  the  reasons 
discussed  in  the  ])reamble.  7  (3’'R  parts 
210  and  220  are  juojiosed  to  be 
amended  as  follows; 

PART  210— NATIONAL  SCHOOL 
LUNCH  PROGRAM 

■  1 .  The  authority  citation  for  7  GFR 
part  210  continiuis  to  read  as  follows: 

Authority:  42  IL.S.C:.  17.31-1780.  1770. 

■  2.  In  §  210.1 ,  revise  the  second 
sentence  of  paragraph  (h)  to  read  as 
follows; 

§  21 0.1  General  purpose  and  scope. 

•k  "k  "k  •k  "k 

(h)  *  *  *  It  siiecifies  Program 
r(!.s))on.sihilitie.s  of  State  and  local 
officials  in  the  areas  of  jirogram 
administration,  preparation  and  service 
of  nutritions  lunches,  the  .sale  of 
com])etitive  foods,  payment  of  funds, 
u.se  of  program  funds,  jirogram 
monitoring  and  reporting  and 
recordkeeiiing  re(|uirement.s. 

■  3.  In  210.10.  amend  jiaragraphs 
(a)(l)(i)  and  (a)(l)(ii)  by  adding  a  new 
.sentence  at  the  (^nd  of  the  each 
paragraph. 

The  additions  read  as  follows; 

§210.10  Nutrition  standards  and  menu 
planning  approaches  for  lunches  and 
requirements  for  afterschool  snacks. 

(a)  *  *  * 

(D*  *  * 

(i)  *  *  *  .Schools  shall  make  |)otal)le 
water  available  to  children  at  no  charge 
in  the  ])lace  where  lunches  are  served 
(hiring  the  meal  service. 

(ii)  *  *  *  .Schools  shall  make  potable 
water  available  to  children  at  no  charge 
in  the  place  where  afterschool  .snacks 
are  .served  during  the  afterschool  .snack 
.service. 

***** 

■  (4)  Revise  §  210.11  to  read  as  follows; 

§  21 0.1 1  Competitive  food  service  and 
standards. 

(a)  Dafinitions.  For  the  pui'iiose  of  thi 
.section: 


(1)  (^onip(^titivf;  food  muims  all  food 
iind  hovcra^os  ollicir  than  inoals 
rcimhiirsod  undor  j)rogranis  aiithorizcjd 
hy  tho  Ric.-hard  13.  Rn.s.soll  National 
School  hunch  Act  and  the  Child 
Nutrition  Act  ofltmti  availahln  for  sale 
to  students  on  the  School  camims 
(hiring  the  School  dav; 

(2)  School  (lay  moans,  for  tho  pnrno.so 
oi  coinpolitivo  food  standards 
iinploinontation,  tho  period  from  tho 
midnight  hoforo.  to  ,30  mimitos  after  the 
(Jiul  of  llu;  oflicial  scliool  dav: 

(.3)  School  campus  moans',  for  tho 
Jinrpo.so  of  comjiotitivo  food  standards 
inijilomontation.  all  areas  of  tho 
property  under  tho  jurisdiction  of  tho 
scJiool  that  are  accessible  to  students 
during  the  ,school  day;  and 

(4)  Combination  joods  means 
products  that  contain  two  or  more 
(;oinj)onent,s  representing  two  or  more  of 
the  recommended  food  groups:  fruit, 
vegetahle.  dairy,  jirotein  or  grains. 

(hj  (mncral  wcpnrenmntsfor 
comoctitivc  food. 

(1)  State  agencies  and/or  local 
udiicational  agencies  shall  establish 
such  policies  and  jirocednres  as  are 
nece.ssary  to  ensure  compliance  with 
this  section.  State  agencies  and/or  local 
o(  iicational  agencies  may  im])o.se 
additional  restrictions  on  competitive 
toods.  provided  that  they  are  not 
inconsi.stent  with  the  re{|iiirement.s  of 
this  jiart. 

(2)  The  sale  of  otherwise  allowable 
calorie-free  and  low  calorie,  flavored 
and/or  carbonated  water  as  provided  in 
paragraiihs  (m)(3)(vi).  (m)(3)(vii).  and 
(mj(3)(viii)  of  this  .set.tion  in  food 
■sornce  areas  during  the  meal  service  is 
lirohibited. 

(3)  The  local  educational  agenev  is 

rn.sponsihle  for  the  maintenance  of 
records  that  document  compliance  with 
the  nutrition  standards  for  all 
competitive  food  available  for  sale  to 
s^tiidents  in  areas  under  its  jurisdiction 
tiiat  are  outside  of  the  control  of  the 
•school  food  authoritv  responsible  for  the 
•service  of  reimbursable  school  meals 
Scliool  food  authorities  shall  be 
responsible  for  maintaining  records 
documenting  com])liance  with  the.se 
•standards  in  meal  service  areas  durino 
meal  service  periods.  The  local 
educational  agency  shall  he  responsihh' 
for  ensuring  that  organizations  , 

designated  as  responsible  for  food 
•service  at  the  various  venues  in  the  ’ 

•schools  maintain  records  in  order  to  c 
ensure  and  document  comiiliance  with  i 

tJie  nutrition  ret|uirement,s  for  the  foods  < 
and  lieverages  available  to  be  sold  to 
students  at  these  venues  during  the  c 

•school  day  as  reipiired  bv  this  jiart  At 

a  minimum,  such  records  .shall  include  s 
rciceipts.  nutrition  labels  and/or  product  f, 
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•specifications  for  the  items  available  for 
•sale  to  .students  on  the  school  campus 
during  the  .school  day. 

(4)  The  nutrition  standards  for  the 
•sale  of  competitive  food  outlined  in  this 
•section  shall  apjily  to  competitive  food 
tor  all  programs  authorized  bv  the 
Richard  13.  Ru.s.sell  National  School 
bunch  Act  and  the  Child  Nutrition  Act 
of  intiti  operating  on  the  .school  campus 
during  the  .school  day. 

(.‘■i)  Fundraiser  rc.st  riel  ions.  Food  and 
beverage  items  sold  during  the  .school 
(lay  sfiall  meet  the  nutrition  standards 
tor  comjietitive  food  as  recpiired  in  this 
part.  A  sjiecial  exemption  shall  be 
allowed  for  the  sale  of  food  and/or 
beverages  that  do  not  meet  the 
competitive  food  nutrient  standards  as 
recfuired  in  this  .section  for  the  purpose 
of  conducting  a  -school-.sijonsored 
fundraiser.  Such  specially  exempted 
fundraisers  shall  not  take  place  more 
than: 

(i)  Alternative  El:  the  frecpiencv 
specified  by  the  State  agency  during 
•such  periods  that  .schools  are  in  se.ssion: 


(ii)  Alternative  E2:  the  freciiiencv 
•specified  by  the  State  agency  and  ‘ 
;hdm)V(KlbylISDA(luring.su(:h  periods 
tliat  scliools  are  in  se.ssion. 

No  specially  exemjited  fundrai.ser 
foods  or  beverages  may  be  .sold  in 
competition  with  .school  meals  in  the 
food  service  area  during  the  meal 
service. 

(c)  Cciwral  natrilion  standards  for 
competitiva  foods. 

(1)  At  a  minimum,  all  competitive 
food  sold  to  .students  on  the  .school 
campus  during  the  school  dav  inii.st 
lueet  the  nutrition  standards  sijecified 
in  this  section. 

(2)  To  be  allowable,  a  competitive 
food  item  must: 

(i)  Meet  all  of  the  comjjetitive  food 
nutrient  standards  as  outlined  in  this 
section;  and 

(ii)  Be  a  grain  product  that  contains  .'50 
percent  or  more  whole  grains  bv  wei<»ht 
or  have  as  the  first  ingredient  a'whole 
grain;  or 

(in)  Have  as  the  first  ingredient  one  of 
file  non-gram  main  food  groups:  fruit, 
vegetable,  dairy  product  or  jirotein 
foods  (meat,  beans,  poultrv.  seafood 
eggs,  nuts,  .seeds,  etc.);  or  ' 

(iv)  Contain  10  percent  of  the  Dailv 
\  able  of  a  naturally  occurring  nutrient 
of  iniblic  health  concern  (i.e.,  calcium, 
liotassium,  vitamin  D  or  dietary  fiber); 


(v)  Be  a  combination  food  that 
contains  cup  of  fruit  or  vegetable;  and 
(vij  If  water  is  the  first  ingredient,  the 
second  ingredient  must  be  one  of  the 
food  Items  in  (c)(2)(i),  (c)(2)(ii). 


»'  (c)(2)(iii).  (c)(2)(iv)  or  (c)(2)(v)  of  this 

.section. 

(3)  Exemptions. 

(i)  /Mternative  A1;  All  menu  items 
I'’  provided  as  part  of  the  NS1J>  or  SBP 

rcimbursahle  meal  are  exempt  from 
the.se  competitive  food  standards  with 
tlie  exception  of  the  standards 
established  for  total  fat  and  sugar,  as 
s  specified.  Crain  based  dessert  products 
must  meet  all  standards  in  order  to  be 
•served.  Sut.h  menu  items  shall  he  served 
Ill  the  .same  or  smaller  jiortion  sizes  as 
in  the  NSLP  or  SBR  to  be  allowable- or 

(ii)  Alternative  A2:  All  menu  items 
Iirovided  as  part  of  the  NSl.R  or  SBl^ 
reimbursable  meal  are  exempt  from 
the.se  comjietitive  food  standards,  with 
the  excejition  of  grain  ha.sed  des.sert 
products  whic:h  mu.st  meet  all  .standards 
m  on  er  to  be  .served.  Such  menu  items 
sliall  be  served  in  the  .same  or  smaller 
portion  sizes  as  in  the  NSEl^  or  SBP  to 
be  allowable,  and  mu.st  meet  the 
timeframe  exemjitions  sjiecified  in 
piiragraph  (4)  of  this  .section. 

(4)  E.xcmptions. 

(i)  Alternative  Bl;  Exemjitions  to 
fhe.se  nutrition  requirements  include 
•side  dishes  (other  than  grain  based 
des.sert  items)  and  entrhe  items  sold  a  la 
Ctirte  in  accordance  with  the 
reijiiirements  of  jiaragrajih  (3)(ii) 
lAlternative  A2l  that  are  NSl.P  or  SBP 
nmiil  items  that  are  offered  on  the  .same 
diiy  as  jiart  of  the  reimbiir.sable  .school 
meal.  Such  side  dishes  and  eiitrde  items 
iiin.st  be  offered  in  the  same  or  smaller 
portion  size  as  offered  in  the  NSf  P  or 

McV  -specific  to 

t he  NSLP  and  SBP;  or 
(ii)  Alternative  B2;  Exeinjitions  to 
the.se  nutrition  reijuirements  include 
•side  deshes  (other  than  grain  baseil 
des.sert  items)  and  entree  items  sold  a  la 
carte  in  accordance  with  the 
requirements  of  jiaragrajih  (3)(ii) 
lAlternative  A2l  that  are  NSLP  or  SBP 
meal  items  that  are  offered  within  four 
ojierabng  days  of  their  .service  as  jiart  of 
the  reimbursable  school  meal  during  the 
current  menu  cycle.  Such  side  dishes 
and  entree  items  must  be  offered  in  the 
•saine  or  smaller  jiortion  size  as  offered 
in  the  NSLP  or  SBP  and  meet  the 
•standards  sjiecific  to  the  NSLl’  and  SBP. 

(d)  Fruits  and  vegetables.  Fresh, 
frozen  and  canned  fruits  and  vegetables 
with  no  added  ingredients  excejit  water 
or,  in  the  case  of  fruit,  jiacked  in  100 
jiercent  fruit  juice  or  extra  light  syruj). 
are  exemjit  from  the  nutrient  .standards 
included  in  this  section. 

(c)  Grain  products.  Grain  jiroducts 
accejitable  as  a  comjietitive  food  must 
include  .'50  jiercent  or  more  whole  grains 
by  weight  or  have  xvhole  grain  as  the 
first  ingredient,  (hain  jiroducts  shall 
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meet  all  of  the  other  nutrient  standards 
included  in  this  section. 

(f)  Total  fat. 

(1)  The  total  fat  content  of  a 
comj)(;titiv(!  food  shall  he  not  mort;  than 
3.1  percent  of  total  calories  from  fat  per 
portion  as  packaged. 

(2)  Fxem|)tions  to  this  recjuirement 
include  the  following: 

(i)  Reduced  fat  cheese;  is  exempt  from 
the  total  fat  and  saturated  fat  standard, 
hut  subject  to  the  re(pur(;el  trans  fat. 
e:alorie.  sugar  and  sodium  standards: 

(ii)  Nuts  and  Seeds  and  Nut/Seed 
Butters  are  exempt  from  total  fat 
standard,  hut  subject  to  the  ret)nir(;d 
saturated  fat,  trans  fat,  calorie,  sugar  and 
.sodium  standards.  'I’liis  ex(;mption  does 
not  extend  to  comhi nation  products  that 
contain  nuts,  nut  butters  or  seeds  or 
.seed  butters  with  other  ingri;dients  such 
as  |)eanut  butter  and  crackers,  trail  mix. 
chocolate  covered  ])eanut.s,  etc.: 

(iii)  Products  that  consi.st  of  only 
dried  fruit  with  nuts  and/or  seeds  with 


exempt  from  tin;  total  fat  and  sugar 
.standards,  but  subject  to  the  re(inir(;d 
saturated  fat.  trans  fat.  calorie  and 
.sodium  standards:  and 

(iv)  .Seafooil  with  no  addod  fat  is 
exem|)t  from  the  total  fat  r(;(iniremenl  in 
order  to  increase  omega-3  fatty  acids  in 
diets  as  reconnn(;nded  bv  the  2010  DCA: 
hut  subject  to  the  n;ciuired  sugar, 
.saturated  fat.  trans  fat.  calorit;  and 
sodium  standards. 

(g)  Saturated  fat. 

(1)  'fhe  saturated  fat  content  of  a 
competitive  food  mu.st  he  less  than  10 
percent  of  total  calori(;s  per  portion, 
except  as  specified  in  paragraph  (g)(2). 

(2)  Reduced  fat  chee.se  is  exempt  from 
the  total  fat  and  saturated  fat  .standards, 
but  subject  to  the  calorie,  trans  fat.  sugar 
and  sodium  standards. 

(h)  Trans  fat.  The  trans  fat  content  of 
a  comi)(;titive  food  must  be  zero  grams 
trans  fat  j)er  portion  as  packaged  (not 
more  than  ()..1  grams  ])er  portion). 

(i)  Tot(d  sugars. 

(1)  Alternatives. 

(1)  Alternative  Cl:  Total  sugars 
contained  in  a  competitive  food  item 
must  be  not  more  than  3.1  ])ercent  of 
calories  p(;r  ])ortion. 

(ii)  Alternative  C2: 1'otal  sugars 
contained  in  a  competitive  food  item 
must  he  not  more  that  3.1  percent  of 
weight  per  portion. 

(2)  Kxemptions  to  this  reepurement 
are: 

(i)  Dried  whole  fruits  or  vegetables; 
dried  whole  fruit  or  v(;getal)le  pieces: 
and  dried  di;hvdrated  fruits  or 
vegetal)l(;.s  with  no  added  nutritive 
.swe(;tener.s  an;  i;xempt  from  tin;  sugar 
standard,  hut  .subject  to  the  c:alorie,  total 
fat.  .saturat(;d  fat,  trans  fat  and  sodium 
standards: 


(ii)  Products  that  consi.st  of  only  dried 
fruit  with  nuts  and/or  .seeds  with  no 
add(;d  nutritive  .sweeten(;r.s  or  fat  an; 
exemjjt  from  the  total  fat  and  sugar 
standards,  but  .sul)j(;ct  to  the  calorie, 
trails  fat,  .saturat(;d  fat  and  sodinm 
standards:  and 

(iii)  l‘'lavor(;d  and  unflavored  nonfat 
and  low-fat  yogurt  with  no  more  than  30 
grams  of  total  sugars  per  8  ounci;  serving 
is  exeni])t  from  the  sugar  .standard,  hut 
subject  to  the  calorie,  total  fat,  .saturat(;d 
fat,  trans  fat  and  sodium  standards. 

(j)  Calorie  and  sodium  content  for 
snack  items  and  side  dishes  sold  a  la 
carte.  Snack  items  and  side  dish(;s  sold 
a  la  carti;  other  than  those  exempt  from 
the  competitive  food  nutrition  .standards 
as  provided  in  ^  210.1 1(c)(3)  shall  have 
not  more  than  200  calories  and  not  more 
than  200  mg  of  sodium  per  |)ortion  as 
.served,  including  the  calories  and 
sodium  contained  in  any  add(;d 
accompaniments  such  as  butter,  cr(;am 
cheese,  salad  dr(;.s.sing  etc.,  and  shall 
meet  all  of  tlu;  other  nutrient  standards 
for  non  entree  items. 

(k)  Calorie  and  sodium  content  for 
entree  items  sold  a  la  carte. 

(l)  An  entree;  item  is  d(;fin(;d  as  an 
item  that  is  (;ither: 


(ii)  A  combination  food  of  vegetahh; 
or  fruit  ami  meat  or  m(;al  alternate;  or 

(iii)  A  meat  or  meat  alternate  alone 
with  the  exception  of  yogurt ,  low-fat  or 
reduc(;d  fat  chee.se,  nuts,  .se(;ds  and  nut 
or  seed  butters. 

(2)  Entree  items  sold  a  la  carte  other 
than  those  exempt  from  the  competitive 
food  nutrition  .standards  as  provided  in 
§  210.1 1(c)(3)  shall  contain  no  mon; 
than  3.10  calories  and  480  mg.  of  .sodium 
per  jjortion  as  .served  and  meet  all  of  the 
other  nutrient  standards  in  this  section. 

(l)  Caffeine,  f’oods  and  beverages 
available  to  elementary  and  middle 
sc;hool-aged  students  shall  he  caffeine- 
frei;,  with  the  exception  of  trace 
amounts  of  naturally  occurring  caffeine 
substances. 

(m)  Beverages. 

(1)  Allowahh;  l)everag(;.s  for 
i;l(;mentary  school-aged  students  shall 
he  limited  to: 

(1)  Plain  wat(;r  (no  size  limit): 

(ii)  bow  fat  milk,  ])lain  (no  more  than 
8  fluid  ounces); 

(iii)  Non  fat  milk,  jilain  or  flavored 
(no  mon;  than  8  llnid  ounces); 

(iv)  Nutritionally  ecpiivalent  milk 
alt(;rnative.s  as  permitted  in  ^210.10  and 
{5220.8  (no  more  than  8  fluid  ounces): 
and 

(v)  100  jiercent  fruit/vegetahle  juice 
(no  more  than  8  fluid  ounces). 

(2)  Allowable  heverag(;.s  for  middle 
school-aged  students  shall  In;  limited  to: 


(i)  Plain  water  (no  size  limit); 

(ii)  Low  fat  milk,  plain  (no  more  than 
12  fluid  ounces); 

(iii)  Non  fat  milk,  plain  or  flavored 
(no  more  than  12  fluid  ounces); 

(iv)  Nutritionally  ecjuivalent  milk 
alternatives  as  ]n;rmitted  in  {?  21 0.10  and 
{?  220.8  (no  more  than  12  fluid  ounces); 
and 

(v)  100  ])ercenl  iruit/veg(;tahl(;  juice 
(no  more  than  12  fluid  ounces). 

(3)  Allowahh;  l)(;verage.s  for  liigh 
.school-aged  students  shall  he  limit(;d  to: 

(i)  Plain  water  (no  size  limit); 

(ii)  Low  fat  milk,  plain  (no  more  than 
1 2  fluid  ounces): 

(iii)  Non  fat  milk,  plain  or  flavored 
(no  more  than  12  fluid  ounces); 

(iv)  Nutritionally  ecjuivalent  milk 
alternatives  as  permitted  in  {5  210.10  and 
{?  220.8  (no  more  than  12  fluid  ouiu:e.s); 

(v)  100  percent  fruit/vegetable  juice 
(no  more  than  12  fluid  ounces); 

(vi)  Calorie- free,  flavonid  and/or 
carbonated  water  (no  mon;  than  20  fluid 
ounces),  exc(;pt  that  such  h(;verages 
shall  not  he  available  or  served  to 
.stnd(;nts  in  the  food  service  area  during 
the  meal  service  iieriod; 

(vii)  No  more  tnan  20  flnid  ounce 
.s(;rving.s  of  other  beverages  that  comjilv 
with  the  Food  and  Drug  Admini.stration 
r(;(|nirement  for  h(;aring  a  “calorie  fr(;e” 
claim  of  less  than  1  kcals/serving, 
exc(;])t  that  such  beverages  shall  not  hi; 
available  or  served  to  students  in  the 
food  .service  area  during  the  meal 
.service  period;  and 

(viii)  Alternative  D1:  No  more  than  12 
fluid  ounce  servings  of  other  beverages 
that  contain  no  mon;  than  40  calories 
])er  8  flnid  ounce  serving  or  00  calories 
per  12  fluid  ounce  serving,  except  that 
such  beverages  shall  not  be  available  or 
served  to  students  in  the  food  service 
ar(;a  during  the  meal  service  ]jeriod:  or 

(ix)  Alternative  D2:  No  more  than  12 
fluid  ounce  servings  of  other  beverages 
that  contain  no  more  than  50  calories 
per  8  fluid  ounce  serving  or  7.1  calories 
])(;r  12  ounce  serving,  except  that  such 
lieverages  shall  not  hi;  available  or 
served  to  students  in  the  food  service 
area  during  the  meal  service  period. 

(n)  Accompaniments,  'fhe  use  of 
accompaniments  shall  he  limited  when 
comjietitive  food  is  sold  to  .students  in 
.school.  All  accompaniments  to  a 
comjjetitive  food  item  shall  he  pre- 
])ortioned  and  the  ingredients  of  such 
accom])animent.s  mu.st  he  included  in 
the  nutrient  ])rofile  as  a  part  of  the  food 
item  served  and  shall  meet  all  of  the 
nutritional  standards  for  comi)etitive 
food  as  required  in  this  .sec:tion. 

■  .1.  In  {}  21 0.1 8,  a  new  paragraph  (h)(7) 
is  added  to  read  as  follows; 

§  21 0.1 8  Administrative  reviews. 


no  added  nutritive  sweeteners  or  fat  are 


(i)  A  combination  food  of  meat  or 
meat  alternate  and  whole  grain-rich/ 
bread;  or 
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(h)  *  *  * 

(7)  (JonipliancH  wUh  competitive  food 
standards.  The  State  agency  shall 
ensure  that  the  local  educational  aginicy 
complies  with  the  nutrition  standards 
lor  competitive;  foods  and  retains 
documentation  demonstrating 
comi)liance  with  tlu;  competitive  food 
service  and  standards  outlined  in 
??  210.1 1. 

■  0.  Appendix  H  to  Part  210  is  removed 
and  reserved. 

PART  220— SCHOOL  BREAKFAST 
PROGRAM 

■  1 .  The  authority  citation  for  7  CFR 
part  220  continues  to  read  as  follows: 

Authority:  42  U.S.C.  1773.  1779.  unless 
otherwise  noted. 

■  2.  In  §220.2. 

(a)  The  definition  of  “Foods  of 
minimal  nutritional  value"  is  removed; 
and 

(h)  The  definition  of  “Gomjjetitive 
foods"  is  removed. 

■  3.  Section  220.12  is  revised  as  follows: 

§  220.1 2  Competitive  food  services. 

Com])etitive  food  services  shall 
comply  with  tin;  r(;(iuirements  s|)ecifi(;d 
in  §210.11  of  this  chapter. 

■  4.  Apjiendix  15  to  Part  220  is  r{;moved 
and  reserved. 

Dat(;d;  l''el)rnarv  1, 2013. 

Kevin  \V.  (inneannun, 

Ihuler  Secretary.  Food.  Nutrition,  and 
(ionsanier  Services. 

Note:  'Hie  Ibllowing  ajiiiendix  will  not 
apjiear  in  the  (iode  of  Federal  Regulations: 

Initial  Regulatory  Flexibility  Analysis — 
Proposetl  Rule 

National  School  Lunch  Program  aiul  School 
Breakfast  Program;  Nutrition  Standards  for 
All  Foods  Sold  in  School  as  Required  hy  the 
Healthy,  Hunger-F’ree  Kids  Act  of  2010 

Agency:  Food  and  Nutrition  Service. 

IISDA. 

liackj’i'onnd:  The;  K(;gulatory  Flexibility 
Act  (RFA)  recjuires  agencies  to  consider  the 
inqiact  of  their  rules  on  small  entities  and  to 
evaluate  alternativ(!s  that  would  accom])lish 
the  sanu;  objectives  without  undiu;  burdcai 
when  the  rules  impose  a  significant 
economic  impact  on  a  substantial  number  of 
small  entities.  lnh(;rent  in  the  RFA  is  tlu; 
desire  to  remove  barriers  to  competition  and 
encourage  consideration  of  ways  to  tailor 
regulations  to  the  size  of  the;  regulated 
(aitities. 

Tlu;  RFA  does  not  recpiire  that  agencies 
iu;cessarily  minimize  a  rul(;'s  inqract  on 
small  (intities  if  there  are  significant,  legal, 
policy,  factual,  or  other  reasons  for  the  rule’s 
imiiacts.  The  RFA  reepures  (Uily  that  agencies 
determine,  to  the  extent  feasible,  the  rule's 
(;conomic  impact  on  small  entities.  ex|)lore 
r(;gulatory  alternatives  for  r(;ducing  any 
significant  economic;  impact  on  a  substantial 


number  of  such  entities,  and  explain  the 
reasons  for  their  regulatorv  choices. 

Iteasons  TIuit  Action  Is  tieiny,  (ionsidered: 
This  rule;  s(;ts  forth  pro])osed  ])rovisions  to 
implement  section  2I)H  of  Public  Law  111- 
29().  the  Ilealthv,  1  lungen-Free  Kids  Act  of 
2010  (llllFKA).  Section  200  am(;nds  Section 
10  of  the  (ibild  Nutrition  Act  of  1 900  (42 
D.S.F.  1779)  (C.NA)  to  give  the  Secrcitary  of 
Agriculture  new  authority  to  establish 
science-bascul  nutrition  standards  for  all 
foods  and  beverag(;s  sold  outside  of  the 
Federid  child  nutrition  |)rograms  on  the 
school  campus  during  the  scIuujI  day.  The 
Act  idso  sjiecifies  that  the  nutrition  standards 
shall  a])ply  to  all  foods  sold  (a)  outside  the 
school  meal  jerograms:  (b)  on  the  school 
cam])us:  and  (c)  at  any  time  during  the  school 
day. 

Oiyjectives  of.  and  Leyal  Ilasis  for.  the 
Proposed  Pale:  As  staled  above,  the  legcd 
basis  for  the  ])roj)osed  rule  are  the 
anu;ndments  made  to  the  (INA  bv  llllFKA. 
The  obj(;cliv(;s  of  this  rule  are  to  establish 
nutrition  standards  for  ;dl  foods  sold  to 
students  in  schools  other  than  nu;als  served 
through  c.hild  nutrition  programs  authorized 
imdc!!'  the  NSLA  or  the  (INA  and  to  imjjrovc; 
the  health  and  well  being  of  tlu;  Nation’s 
school-aged  children. 

Naininn'  of  Small  Entities  to  Which  the 
Proposed  Ilnie  Will  /f/;/j/\';  This  pro|)osed 
rule  directly  regulates  the  .a.a  State;  education 
agencies  and  2  State  l)e|)artments  of 
Agriculture  that  operate;  the;  NSLP  pursuant 
to  agre;e;nu;nts  with  USDA’s  Food  and 
Nutrition  Se;rvie:e;.  In  turn,  its  provisions 
a|)ply  to  se:hool  elistrie:ts,  seihool  food 
emthoritiees.  seihools  emel  otluas  that  pre;])are! 
iuul  se;il  foods  ot)u;r  tlum  those;  jirovidcul  eis 
ie;imbursiible;  se:hool  lune:he;s  and  bre;aklasts 
(sue:h  as  a  la  e:;irle;  food  siile;s.  vending 
mac;hine;s.  or  e)llu;r  e:e)m|)e;litive;  food  ve;nue;s). 
While;  Slide  age;ne:ie;s  ;ire;  not  e:e)nsielere;el 
small  e;ntities  iis  Stiite;  |)e)|)ididions  e;xe:e;e;el  the 
.aO.OOO  threshold  for  a  small  government 
iuriselie:tion,  many  of  the  se;rvie:e-pre)viding 
institutions  that  work  with  them  to 
im|)lement  the  prognim  do  nu;e;t  de;finitiems 
of  small  entitiees: 

•  Neiirly  101. ()()()  sc.hools  and  re;siele;nlial 
c.hild  e:are;  institidions  (RfXds)  ])iirlie:ij)ale  in 
NSLP.  These;  ine:lude;  more;  than  90, 000 
public:  se;he)ols.  0,000  })rivate;  se:hools.  and 
about  5.000  RC.Cls.  A  majority  of  those; 
institutions  also  provide  e:ompe;tilive;  foods 
through  a  la  e;arte;  nu;nus.  ve;nding,  se:hool 
sle)re;s,  siiiuik  biirs,  fundraisers,  or  some; 
c:e)mi)inalion  of  ve;nue;s.  Within  individiuil 
seihools,  ii  varielv  of  sc:he)ol  groups  (e;.g.. 
stuele;nl  c.lubs,  parent  te;iu:be;r  organizations, 
or  pare;nl  "booster"  orgiinizations  supporting 
iie:livitie;s  sue:h  iis  sports,  mnsie;,  iiiul 
e;nrie:hnu;nl  activilie;s)  e;iirn  re;ve;nue;  from 
e:omi)e;lilive;  foods. 

•  Sc.hool  Food  Aidhorilie;s  (SFAs)  e;arn 
e:e)mpe;lilive;  food  re;ve;nue;s  |)rimarily  through 
a  la  e:arte;  sale;s.  but  may  also  eiiru  re;ve;nue;s 
from  ve;nding  mae:hine;  sale;s.  school  store;s. 
siiiick  bills,  iinel  other  outlets. 

•  Miinufaclurers.  wholesaleirs.  and 
elistributors,  including  ve;neling  miu:hine 
o])e;riilors.  are  not  re;guliili;el  by  the;  projio.sed 
rule,  but  are;  inelire;e;lly  iiffe;e:le;el.  Of  this 
grou]).  ve;nding  o])e;rate)rs  with  miu:hine;s  in 
))rimary  and  se;e:emeliiry  scihools  may  be;  tlu; 


most  iiffe;e:le;el.  Vending  busine;sse;s  lend  to 
have  fe;w  e;mploye;e;s:  79  pe;re:e;nl  of 
Cionqianies  that  e)j)e;rale;el  for  the;  e;nlire;  ye;iir 
in  21)97  e;mple)yeel  fe;we;r  than  10  pe;oi)le;.' ' 
Ve;neling  imicbines  in  jirimary  and  seciondarv 
se;hoe)ls  make  u|)  just  two  pe;re:e;nl  of  ve;neling 
industry  sales. '  ' 

•  Food  se;rvice;  mimiige;nu;nl  e:e)mpimie;s 
(FSMOs)  thill  pre;|)iire;  se:hool  meiils  or  mi;nus 
under  conli'iict  to  SFAs  may  be;  inelire;e:llv 
iiffe;e'.le;d  by  the  pre)pe)se;el  rule;  in  that  Ihev 
may  also  pre;pare;  foods  for  the  ii  la  e:arle; 
menu.  Thirle;e;n  |)e;re:e;nl  of  public;  se:lu)e)l 
SFAs  e:onlriu:te;el  with  FSMOs  in  se;hoe)l  ve;iir 
(SY)  2004-2905. Of  23.000  food  se;rvie:e; 
c.onlriU'.lors  that  o|)e;riite;el  for  the  full  year  in 
2007.  80  |)e;re:e;nt  eemployeel  fe;we;r  than  100 
worke;rs."’ 

Projected  Ileportiny.  liecordkeeping  and 
Other  Compliance  lleciidrements:  Tlu; 
analysis  below  e;e)ve;rs  only  those; 
organizations  impacteed  bv  the;  prope)se;d  rule; 
that  were;  de;te;rmine;ei  to  be;  small  entities. 

School  Food  Authorities  and  Other  Sc:hool 
(Iroups 

An  e;slimate;el  95  pe;re:enl  of  e:ompe;tilive; 
se:hool  food  sales  ae:e:rue;  to  SFAs:  the; 
re;miiining  five;  ))e;re:e;nl  iie;e:rue;s  to  other 
se:hool  grouiis  sue:h  as  stude;nt  e;lubs.  pare;nl 
le;iie;he;r  organizations,  or  piire;nl  "booster" 
orgiinizations.  If  SFAs.  other  se:lu)e)l  groups, 
iinel  the;  food  inelusirv  are;  able;  to  salisfv 
e:urre;nl  .sluele;nt  ele;mimel  for  e;e)mi)e;tilive; 
foods  with  new  options  lluit  meet  the; 
])ro|u).se;el  rule;  slandiirds,  then  lhe;re;  niiiy  be; 
no  e:bimge;  in  e:e)mpe;lilive;  food  side;s  or 
e:omiu;tilive;  food  re;ve;nne;.  And  altbough  the 
e;viele;ne;e;  biise;  is  liniile;cl.  it  sngge;sls  that 
many  SFAs  and  otlu;r  sc:hool  groups  liiive 
sue;e:e;ssful!y  intre)elue:e;el  e:e)nipe;lilive;  food 
re;forms  with  little;  or  no  loss  of  re;ve;nue;.  iinel 
in  a  fe;w  e:iise;s.  re;ve;nne;s  from  e:e)mpe;titive; 
food  siile;s  have  ine:re;iise;el  after  inlre)clnc:ing 
healthier  foods.  In  some;  e;iise;s.  ele;e;re;iise;s  in 
e:ompe;tilive;  food  sides  have  be;e;n  offset  by 
ine:re;asi;s  in  se:hoe)l  meal  piirlie;ipiitie)n.  In 
e)llu;r  e:iise;s.  scihools  have;  e;xpe;rie;ne:e;d  a 
ele;e:line;  in  e)ve;riill  se:he)ol  food  re;ve;nue;. 

The;  available;  data  do  not  allow  us  to 
eistimate;  the  potential  se:hoe)l  re;ve;nue;  e;ffe;e;t 
with  any  e:e;rtainly.  lnste;iul.  we;  have;  prepared 


Veauliiig  inaeliiiu;  ei|)e;riile)r.s  are;  ele;se:ril)e;el  bv 
"NAIC.S"  e:()(li;  4,54210.  The;  cioele;  ele)(;s  net  ac:e:mint 
for  iill  vc;iuling  niaeliiiie;  biisiiu;s.se;s  and  data  is  not 
available;  to  assi;ss  tlu;  proportion  of  ve;iuling 
iniie:biiu;  luisiiu;sse;s  in  schools.  The;  slalistie:s  by 
e;stablisbnu;nt  size;  arc;  from  tlu;  ll.S.  Ce;nsns  Hure;au. 
2007  Ke:onomie:  Ce;nsns.  Talilo  2.  "Fm|doynu;nl  .Size; 
ofFstiiblisbnuails  lor  tlu;  IJ..S."  on  http:// 
\\\nv.(:ensus.gov/ec(>n/in(histr\/ec()7/a4.~)42l(l.htin. 

'■'Tlu;  veauling  iiuliistiv  i;stiinate;s  that  prinuiry 
iinel  si;e;oiularv  scliools  iii:e:onnti;el  lor  2.2  p(;re:e;nt 
(.SI  billion  out  of.S45.(i  billion)  of  total  ve;neling 
inaeliiiu;  sales  in  2008.  Census  of  tlu;  Inelnstrv  2000. 
Vending  Times.  I}llp://\v\\  \\  .ven(lingtinies.c()ni/ 
.Media/Sites-AdniinistratorsSiti'.Xavigdtion/Veniling 
Times  Censns'JOOS.pdt. 

''T)..S.  Departinenl  of  Agrie:nllnre.  l•■ood  and 
Nniriliein  .Servie:e;.  01Tu:e;  of  Ke;si;are:b.  Nnirilion  iinel 
.•\nidv.sis.  .Scliool  Nutrition  Dieliirv  Assi;ssmenl 
.Stiidy-lll.  Vol.  I.  2007.  p.  ;t4  http:// 
n  ivw.tns.iisda.gov/oni/.MP.Xl  ’/Piit)tishe(t/C\'l’/ 
FILES/SSDAIII-Voll.pdt. 

"‘Census  lUirean.  2007  Keainomic:  Census.  NAIC.S 
722:il .  Tiibli;  2.  "Finployme;nl  .Size;  of 
lislablisbinents  for  the  li..S."  on  http:// 
www.census.gin/econ/iinhistry /era? /(t722'Jl.htm. 
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a  series  ol  ijstimatcis  llial  nsprescMit  a  ranj>(;  of 
])lausil)le  oiitcoiiKis  {>iven  llu;  varicity  ol 
ex|)(;ri(!iu:es  ()l)S(!rve(l  in  S(!veral  ease  sludicis. 

At  one  end  ol  lliis  ran}>e.  we  calculate  that 
a  lour  |)(!ix:enl  incixsist!  in  conip(!tiliv(t  Idod 
Hivenues  would  result  in  a  +0.4  p(!rc(!Ut 
incr(!as(!  in  school  food  rcn'cuiue  over  live; 
years.  At  the  oIIkm'  end  ol  the  ranf>e.  we 
calculate  that  thi;  standards  in  the  i)roi)os(!d 
rule  could  nnhuH!  coinixdilivi;  food  rev(!uue 
hy  an  estiinatinl  4.8  ])(!rc(!ul.  r(!sultin<>  in  an 
ov(!rall  decixiase  in  .school  food  njvcaiues  of 
—  0.7  piirciuit  ov<!r  five  vears.  (Additional 
(hdail  is  provided  in  the;  K(!}>ulalory  lm))acl 
Analysis  for  this  ruh;.) 

(’.as(!  studiiis  that  considiu’  the  iin|)acts  of 
com|)(!lilive  food  nutrition  standards  on  Sf'A 
reveinuis  find  that  rculuctions  in  c:oiupetitive 
food  revenue  W(!re  often  fully  offset  hy 
increas(!s  in  nuinhursahh!  nund  rex  tauie  as 
students  redirec;ted  their  demand  for 
com|)etitive  foods  to  the  reimhursahle  school 
iiuud  programs.  In  other  instanixis.  the  lost 
com])etitive  food  nwenue  was  not  offsed  (at 
least  not  fully)  hy  revimue  gains  from  the 
reimhursahle  meal  |)rograms.  Most  ShAs 
hav(i  a  nuinlxa'  of  o|)tions  and  some 
f|{!.\ihilily  within  available  revemu!  stixiams 
and  op(;ralions  that  can  lud])  minimize  lost 
reveniK!.  l-'or  (!xample.  about  half  of  all  Sh'A 
r<!V(!nues  are  from  I'edmal  |)a\  uuaits  for 
niimhursahh^  meals.  .Sf’As  can  incrciase 
ixivenues  to  tlu;  extent  that  schools 
succ(!ssfullv  encourage  grciatiu'  meal 
participation.  In  addition,  the  rciveniui 
impacts  present(;d  heix;  arc;  from  a  hasdim; 
that  increasiul  substantially  at  IIk;  start  of  .SY 
201 1-201 2.  on  imphunentation  of  interim 
final  ixigulations  for  Sections  20.5  and  200  of 
IIIIf’KA.  These  provisions  will  eusuri!  that 
tlu!  nwmuu!  from  compcditivc!  food  sal(!s  is 
aligiHul  with  tludr  cost.'^  The  nuiuinmients 
of  .S(!ction  200  aix!  (istimatiKl  to  increase; 
comi)elilive  food  revenue  hy  8.5  pmeemt. 
while  the  scemarios  presented  here;  antici])ate 
a  t:ompetitiv(!  IVxhI  nivenue  loss  of  no  more 
than  4.8  ])(!rc(!nl.  The  comhimxl  efiect  of  both 
])rovisions  nauains  a  net  increaisi;  in  Sf'A 
coiujuditive  food  nnamue  undm  all  oftluasc! 
scemarios.  '** 

It  is  also  worth  noting  that  IKSDA  estimatcis 
that  just  ov(!r  !)8  ])(!rc(!nt  of  .Sh'A  com])(!titive 
food  rev(Mui(!  is  gemu'ateui  hv  sahis  of  a  la  carte 
foods  and  ’‘many  foods  are  only  offered  a  la 
carte!  wheiii  iiviiilahle  as  pent  e)f  a  reimhursahle 
meial  "  (SNDA-lll.  p.  119).'-’  llnele!r 
re!gidiitie)ns  that  teieik  eiffeul  Jidy  1. 2012. 
se:he)ol  nuials  ;ire!  e:urre!ntly  reie|uireiel  tee  meieit 
neiw  nutritie)!!  stauehirels.  8e:e:ause!  the:  se:he)e)l 
mead  stanelarels  are!  similar  to  theese:  pro))e)se:el 
fe)r  e;e)mpe:lilive:  fe)oels.  many  e)f  the:  feeeeels 
se:rve:el  iilaeairte:  will  me:e:t  the:  stiuielarels  in 
the:  final  e:e)mpe:tilive  feeeeel  ride  l)e!fe)re  it  lakes 
e:ffe:e:l.  I•'e)r  olhi!r  e:nlre'!e!S  iinel  siele:  elishi:s 
se:rve:il  iis  |)iirl  eif  a  re:imhursal)le:  me:cd.  the 
pre)j)ose:el  rule:  wemhi  jireiviele:  a  limileel 
i:xe:mi)lie)n  freim  e:e)mpe:lilive!  feieiel 


l•■(!lll!rid  Re:gisli!r.  Veil.  70,  No.  1 17.  pp.  aO.'lOl- 
:i5:nK. 

'''■|lu!  .same!  is  not  true  of  (:ompt:tilivi!  food 
revenue:  of  non-.SI-'A  school  groups,  {ioiujietilive 
food  revenue  that  doees  not  aiaa  iie:  to  tlu:  fooilservii:e 
ae:e:ouul  is  not  suliject  to  reegidatiou  under  Seelion 
200. 

'■'.SNIIA  III;  www.fns.iisdd.i’nv/Oni/nunni/ 
Piil>lislw(l/(:\l>/l-IU-S/S\l)A  III-  \  'ol  ]  .pcK. 


re:e|uiri!me!nts.  In  iielditiem,  Ihe:  ne!W  seiheieii 
meal  nulritiem  stanelarels  will  provide:  an 
op])ortunily  for  se:hoe)ls  iinel  for  inelusirv  to 
iieljusl  to  Ihe:  ni:w  reepiiremeinls  hi:fe)re  llie: 
lieimpetilive:  fooel  sliuieliirels  liike:  i!ffee:l.  In 
iiddiliou,  ill  le:iisl  89  Sliili:s  e;urre:nlly  hiive 
e:ompi:lilivi:  foeiel  polie;ie!S.  Ihe:  majorily  of 
whieli  e:xe:i:e:el  e!xisling  l‘'e!eli:ral  slimehirds.  In 
lhi:se:  .Slidi:s.  inelusirv  imiy  idre:iiely  luive  maeli: 
a  uumlM:r  iidjuslme:uls  to  the  jiroelucls  oflereel 
feir  Side:. 

Unlike:  .Sf'As  othe!r  selioeil  groups  ciumol 
imike:  u))  hist  ri:ve:uue:s  ihreiugh  seliool  nu:id 
sidi:s.  Tlu:  prope)se:el  rule:  miligafe:s  Ihe:  impiie:! 
eif  the  pro])ose!el  rule  em  sue:h  gremps  hy 
provieling  an  e!xe:i:i)lie)n  feir  eieieiiisiomd 
luuelraise:rs  lhal  elo  not  me:e:l  the:  propeiseel 
compi:titive!  fooel  stanelarels.  Alle:rniilive!lv. 
lhi!se:  gremps  may  e!X])le)re  fundraising  options 
that  ineduele:  feieiels  lluit  dei  meet  the  preiposeiel 
stanelarels  eir  Iinel  either  meides  of  fimelniising 
lhal  elei  mil  ine:luele:  e:e)mpi:lilive:  foeiels. 

Inelusirv  (iroiips 

Mimufiie:ture:rs.  whe)le:siile:rs.  feieulse:rvie:e 
mimage:mt:nl  e:e)m|)imie!s.  anel  elislrihideirs. 
inedueling  ve!neling  niiieihine  e)pe!rate)rs.  are  neil 
elireelly  re:gulate:el  unele:r  the:  ])rope)seil  rule 
hut  niiiy  he  idfi:i;li:el  iueliri:i:lly  in  the:  st:nse 
lhal  sediools  will  nt:e:el  to  |)ure:hiise!  a  eliffe!re:nl 
mix  eif  feioels  tei  siilisfv  the:  reeiuire:me:uls  eif 
the:  rule:.  Ileiwe:ver,  immy  .Sliites  h.ive  idre:iielv 
iido]ile:el  lhe:ir  eiwn  e:om|ie:lilive:  fooel 
slaueliuils.  anel  Ihe:  feioel  inelusiry  is  !dre!iulv 
resiieineling  liy  iiroelueiing  ii  viirie:lv  of 
|ireiihie:ls  lluil  me:e:l  e:urn:nl  .Stale:  <is  well  iis 
Ihe:  propeiseel  ^'e:ele:ral  stanelarels.  Ueinsieler.  for 
exam]ile,  tluit  \Vese:eill  el  id.  (2012)  feiunel  lhal 
lie:lwe:en  2004  iinel  200‘).  Ihe  heveinige: 
inelusirv  reelue:eel  e:ideirie:s  shippeiel  to  se;hools 
hy  90  pereaml.  with  ii  leilal  veilume:  reelucliein 
in  full-e:ideii  ie!  seifl  elrinks  of  eiver  95  pereienl. 

C'.einsislenI  with  .SI5A  guielime:e.  whiedi 
neileis  ihiil  “Ulhe  eaiurls  hiive  helel  lluil  Ihe: 

Rf’A  ri:epiire!S  iiii  iigene:y  lei  |ierfeirm  ii 
regulaleiry  fleixiliility  iiiuilysis  eif  snuill  enlilv 
impiie:ls  einly  when  a  rule:  elire:e;lly  regulates 
lhe:m"  (SUA.  |i.  20).-"  we:  elo  neil  iilte:mpl  to 
epiiinlify  Ihe:  e:e:oneimii:  i:ffe:e;t  eif  Ihe  ]irei]iose!el 
rule:  on  these:  inelusirv  gremps.  Ileiwi:ve!r,  we 
briefly  me:nliem  Iwei  inelusiry  gremps  lhal  may 
he  more:  eliri:e:tly  iiffi:e:teel  hy  Ihe:  rule:  lliiin 
eithe:rs. 

(1)  Veneling. 

Vemeling  imichine  ope:riilors  si:rveel  iin 
e:stimiite:el  19.000  primary  anel  se:e:emeliiry 
seliools  in  the  U.S.  in  2008.-'  Feir  2008.  the 
veneling  inelusiry  esiimiileel  lhal  iirimary  aiiel 
se:e:ondiiry  seluieds  iie:e:emnle:el  feir  just  Iwei 
pe!re;e!nl  eif  leilid  vetneling  lUiie'.liim:  elollar  sideis. 
Both  inelusiry  iinel  U..S.  Uensus  eliilii  inilieaile 
thill  meisl  veneling  maediine  eiperatieins  iire: 
snuill  husinesses.  The:  nuijeirily  of  veneling 
miie:hine!  eipeinileirs  that  ei|}eriiteel  for  Ihe: 
entire:  ye:iir  in  2007  (70  pert:e!nl)  e:mpleive:il 
lewe!r  lluin  10  ineliviehuds  iie:e:eireling  to  the: 
II..S.  Fe:oneimie:  (a:nsus.--  The:  same:  seiurea: 
idsei  finels  that  87  pi:ri:enl  eif  veneling  maediine: 


-".SHA.  "A  (aiide:  fur  (uivcinincnl  Agencies". 

-'  VendingTinies.e:uni.  (iensus  of  the  Induslrv. 
2(HI!I  lidition.  Autoniiitie:  Merclianeliser  iiiiigii/.ine. 
|une/|idv  2011. 

-■^Iliila  for  NAKi.S  code  454210.  "veneling 
iiiiicliine  o|ieriilors."  U..S.  (iensus  llureiiu.  http:// 
\\\\w.c(!nstis.‘>ov/<!con/inthistry/ocl)7/ii-ir>-l21ll.htm 
(ace;i:ssed  11/18/2011). 


opi!riitors  lhal  o|ie:riili:il  for  all  of  2007 
ge:neriiteel  le.ss  lluin  .S250,000  in  ree:i:ipls. 
allhough  those  operiilors  iice:emnli:el  for  hiss 
lluin  8  pe:re:eiiil  eif  leilid  re:\'e:nue  from  this 
inelusiry  greiuji.-  ’  Bee.'aiise:  of  Ihe:  ri:liilive:lv 
large  numlie:r  of  siiuill  vi:neling  nuiiihiiu! 
o|)eriitor.s.  semie  snuill  vi:nelors  nuiv  he: 
(diidleoged  hy  the:  chiinges  e:onliiini:el  in  Ihe 
pro|ieiseil  rule:.  \Vhe:lhi:r  snuill  or  large,  numv 
veneling  nuie;hine:  opi:riileirs  will  uee:el  to 
moelifv  lhe:ir  proelui:l  line:s  to  mi:e:l  the 
riiepiiremeiils  of  the:  rule:. 

(2)  Fooel  .Se:rvie'.e:  Managi:nieiil  (’,emiiiiuiie:s. 

F.SMfis  are:  pote!ntiidlv  inelire:e:llv  iiffe:e:le:el 
hy  the:  |iro)ieiseel  rule.  F.SMC^s  tluil  jiroviele:  a 
lii  eiarte:  fooels  lei  se;heieds  uneler  e:einlriie:l  lei 
.SF.\s  will  neieiel  lei  proviele:  fooels  tluil  eioiiform 
to  Ihe  ediimges  in  Ihe  projiiiseel  rule.  As  with 
Ihe  .SFAs,  we  iinlii:i|)ale:  lluit  numv  oflhose: 
exists  will  have  alreaely  lieiein  ineairreiel 
thremgh  e:hiinge;s  in  Ihe  sedieieil  iiieiid 
reepiirememts. 

Administrative  (aists 

The:  pro|)ose:el  rule  re:eiuire:s  tluil  .Stale 
iigenedeis  eiiisure:  tluil  id  I  se;hool.s.  .SFAs.  iinel 
eithe:r  feioel  greiipis  e;om]ily  with  its 
e:onipe:tilive  feieiel  sliinelarels.  .Slide:  iige‘ne;ii:s 
must  idso  re!tiiin  eloi:ume:ntiiliein 
ih:niemslriiling  e:oni]iliiuie:e!.  .Sediools.  .SFAs. 
iinel  eilheir  feieiel  gremiis  are:  ri:speinsilile:  for 
iiiiiiiitiiining  re:e:eirels  tltie;unie:nling 
e:oni]iliimce:  with  e:ompt:litive:  feieiel  slaneliirels. 
It  is  iinliedpaleel  that  Ihe:  iielmiiiislriilive:  e:eisl 
to  57  .Slide:  iige:ne:ie:s.  101.000  sedieieils.  iinel 
21.000  .SFAs  will  leitiil  .S124  milliem  ovi:r  five 
yeiirs  (eir  alioiit  .S245  ]ieir  se:hoeil  pi:r  vciir  em 
avenige:). 

Distrilmtional  Impacts 

A  keiy  eduiriie:lt:ristie:  assoedateel  with  ii 
sediool's  ele:peiieleue:t:  em  e:eim|)i:lilive!  feieiel 
revenue  is  gniele  level.  I  ligh  se;hoeils  iire  more: 
like:ly  lo  offer  e;oui]ie:titivi!  feieiels  Ilian  iire 
elemenliiry  sedieiols.  This  is  true  of  a  lii  eairte: 
fooels.  fooels  seilel  ihremgh  \'e:neling  maeihineis, 
iinel  feieiels  .seilel  in  seihoeil  stores  eir  sniie:k 
liiirs.-'  (ainpielitive  feieiel  revenue  is  nisei 
asseiediileel  with  a  se:heieil’s  mix  eif  leiw  anel 
high  ineaime:  stiielents.  Ae:e:eireling  lei  SNllA- 
III.  sedioeils  serving  at  h:ast  einei-lhirel  eif  Iheiir 
ineiids  at  full  prie:e  tei  higher  iiuaime:  sluelents 
eililain  nieire  tluin  se:ve;n  tinieis  iis  niuedi 
revenue  freini  e:onipe:lilive:  fooel  sales  as 
se:heiols  serving  ii  larger  pere:e:ntage:  eif  free 
iinel  re:ehie:e:el-])rie:e:  (anel  iie:ne:e  leiwe:r-ine:eime:) 
stuelemls.-"'  Olheir  fae;leirs  that  may  he 
iisseiedaleiel  with  stuelemt  ae:e;e:ss  tei  i;eimpe:lilive: 
feieiel  soure:e:s  iinel  sediool  revemue;  freim 
e;eimpe:lili\'e:  feioels  iueduile  wheilher  sluelents 
luu  e:  the  eipliein  eif  leiiving  e:iim]ms  ehiring  the 
sedieieil  eliiy.  iiiiel  whe:lhe:r  sedioeils  griinl 
sluelemis  the:  right  lo  leiive:  Ihe  eaifeileiriii 
ehiring  meal  limeis.  (lenerally.  slueleni 


- '  Ibid.  Note:  lluil  these  sl<dislie;s  iire  for  all 
vending  iniii:lnne  openitors  in  NAKi.S  code 
4545210.  not  just  those  lluil  serve  Ihe  se:liool 
nuirkel.  We  do  not  know  whether  llie  conc:enlriilion 
of  snuill  vending  nuichine  opemlors  lluit  .serve  llie 
school  nuirkel  differs  from  the  eaincentnilion  of 
.small  operators  in  Ihe  industry  as  a  whole. 

U.S.  Department  of  .Agricniinre.  Food  iind 
Nutrition  Service.  2007,  School  Nutrition  Dieliiry 
Assessment  .Stndv-lll.  Vol.  I  liv  Mathemalicii  I’olicv 
Research.  Inc:..  (SNDA-lll).  p|i.  78-77.  8(i-8>l. 

Unpniilished  FRS  analysis  of  SNDA-lll  diila. 
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iiu)l)iiily  ])rivil(;g(!s  iiicrciasc;  will)  <>nul(! 

Iiivcl.-''  'rii(!S(!  laolors  ara  not  nociissarilv 
ass()(;ial(!cl  will)  school  or  .Sh'A  size;. 

Tlu!  most  iiiiporlani  source  olConipcIilix'C! 
food  ri!\  (!iiu(!  is  a  la  carlo  sales.  .Sahis  Irom 
ven(lin{>  iiiachincis  are  hiss  coininon. 
accoiinlinf>  for  only  about  livt;  percent  of  all 
coinp(!lilive  food  sahss.  In  f>eneral.  small 
schools  arc;  l(;ss  likely  than  lar‘>er  schools  to 
have;  V(;nding  machin(;s  accessible;  to 
slud(;nls:  just  Sti  p(;rc(;nl  of  schools  with 
f(;\V(;r  than  .^1)0  stud(;nls  had  v(;nding 
machin(;s.  That  incr(;as(;s  to  4a  pi;rc(;nl  of 
schools  with  .500  to  1.000  students  and  7li 
p(;rc(;nl  of  scdiools  with  more;  than  1.000 
students. 

Fadmil  Ihilas  Thai  Mav  Diiplicdta.  Overlap 
or  (lonjlic.t  with  tlw  Proposud  Ihilo:  k'N-S  is 
unaware;  of  ciny  sue.h  l''e;ele;nil  ride;s  or  hiws. 

Sigoificcint  Allonutliws:  llllfKA  re;eiuire;s 
DSDA  to  e;slal)lish  standards  that  are; 
e:onsisle;nl  with  the;  most  re;e:e;nl  nie;liir\’ 
(;uiele;line;s  for  Anieric.enis  (DCIA)  using 
‘‘authoritative  senenlifie:  re;e:e)inine;nelalie)ns" 
(IllIl'KA  se;e:lie)n  208).  The;  ])roj)e)se;el  rule; 
stanehirds  re;fle;e:l  nutrition  guieie;line;s  se;l 
forth  in  the;  2010  IXiA.  by  the;  National 
Ae:aele;mie;s'  Inslilule;  of  Me;elie;ine;  in  Nutrition 
Standards  for  Foods  in  .Schools  (2007). 
standards  alre;<iely  aele)i)le;el  by  Sliite;s  iinel 
loc.alilies.  and  stanehirds  iele;ntifie;el  by  e)the;r 
organizations. 

The;  pre)pe)se;el  rule;  re;fle;e:ts  a  e:onsiele;re;el 
halaneie;  among  these;  guiele;line;s.  It  is  jiossihle; 
to  derive;  an  alle;rnalive;.  he)we;ve;r.  that  would 
re;epiire;  fe;we;r  change;s  to  alle)we;el  e:om])e;litive; 
foods.  While;  eliffe;re;nl  standards  might 
re;elue:e;  the;  eiosl  of  the;  ride;  for  some;  re;gulale;el 
parlie;s.  Ihe;re;  is  little;  e;\'iele;nce;  that  the; 
e;e:ononiic  costs  of  the;  ride  fall 
elis])rope)rlie)nale;lv  on  the  smalle;sl  .SFAs. 
.schools,  or  olhe;r  sediool  greiu|)s  within  the;se; 
sediools.  A  ride;  less  e:leise;ly  aligne;el  with  IKIA 
and  other  se:ie;ntific  re;e;e)nime;nelatiems  would 
not  provide;  partieailar  re;lie;f  to  lhe;se;  small 
e;n titles,  hut  may  re;suil  in  fe;we;r 
impre)ve;me;nls  to  the;  school  nutrition 
environment  and  e:hilelre;n's  he;alth. 

IISDA  also  e:e)nsiele;re;el  a  sejiarate; 
imi)le;nie;ntation  sche;elule;  for  small  enlilie;s.-” 
This  may  offer  smaller  sediools  and 
husine;sse;s  more;  time  to  adjust  to  the;  ne;w 
re;e)uire;me;nts.  But  he;cause;  the;  majoritv  of 
eamiiietitive;  food  revenues  e:ome;  from  a  la 
carle  sales,  and  he;e:ause;  a  la  carte;  foods  will 
he;  suhje;e:l  to  the  ne;w  .sediool  meal  pattern 
reepiirements,  many  a  la  carte;  foods  will 
alre;aely  me;e;l  he;allhie;r  food  standards  whe;n 
the;  ])re)pose;el  e:e)mpe;litive;  food  rule;  he;e:ome;s 
efieedive;.  While;  vending  niaediines  are;  not 
suhje;ed  to  the;  me;al  palle;rn  standards,  they 
are;  more;  eiommonly  found  in  large;  sediools: 
over  three  epiarli;rs  of  seihools  with  more;  than 
1  ,()t)l)  stuele;nls  have;  vending  niae:hine;s  as 
cemi])are;el  to  a  third  of  schools  with  fe;we;r 
than  .500  .sluele;nl.s.-”  FN.S  ele;le;rniine;el. 
lhe;re;fore;,  that  the  ])ole;nlial  he;ne;fil  of 
ele;fe;rring  ini|)le;nie;nlaliem  for  snialle;r  se:hools 
would  not  eHilwe;igh  the;  ])ole;nlially  aelve;rse; 


-oiliiel..  p.  78. 
lliiel..  p.  88. 

-"A  iiiere;  perinissive;  e:e)ni|)liane;e;  sedu;ehile;  lor 
small  e;nlilie;s  is  one;  of  llie;  alle;riialive;  e:ile;el  in  .SHA. 
“A  taiiele;  for  (;ove;rniiii;iil  Age;nde;.s."  p.  3.5. 
^’•.SNDA-lll..  p.  88. 


iui|iae:t  of  ele;fe;rring  iiiiporlani  improvements 
to  the  school  nnirilion  environmeni  for  all 
e.diilelri;n. 

Kogulatory  Impact  Analysis 

Agene:v:  Food  and  Nnirilion  Servieie. 
liSDA. 

Title:  Nutrition  .Slandarels  for  All  Foods 
.Sold  In  .Se:hool. 

Nature  of  Ae:lie)n:  Fropose;el  Rule;. 

Ne;i;el  for  Ae:lion:  .Si;e;liou  208  of  the 
1  lealthy,  1  lunger-Free  Kids  Ae:l  of  2010 
re;e|uires  the;  U..S.  Di;|)arlnii;nt  of  Agrii:ullure; 
(IJ.SI)A)  to  e;slahlish  se:ie;ne:e;-hase;el  iiutriliim 
standards  for  all  foods  sold  in  si:hools  during 
the  se:he)e)l  day.  The;  standards  jiroposed  in 
this  rule;  are;  inte;ncle;el  to  he;l|)  e;nsure;  that  (dl 
foods  sold  at  se:hool — whelhe;r  proviele;el  as 
part  of  a  se:hool  nu;al  or  sold  in  e:onipe;lilion 
with  sue:h  nie;als — are;  aligne;el  with  the;  latest 
and  he;sl  dietary  re;e:oninie;nelatie)ns.  They  will 
work  in  cone;e;rt  with  re;e:e;nl  inipre)ve;nie;nts  in 
se:hool  nie;als  to  siijiport  and  proniole;  elie;ls 
that  cemtrihiite;  to  sluele;nts’  long-le;rni  he;allh 
and  we;ll-he;ing.  And  lhe;y  will  .su|)porl  e;fforts 
of  |)are;nts  to  iiremiole;  he;allhv  e:hoie:e;s  for 
e:hilelre;n.  at  home;  and  at  .se:hoe)l. 

Affe;e:te;el  l’arlie;s:  All  parlies  involve;el  in  the 
e)pe;ratiem  and  aciniinisiralion  of  programs 
aulhorize;el  unele;r  the;  National  .Se:hool  l.une:h 
Ae:t  or  the;  (liilel  Nutrition  Act  that  e)|)e;rale; 
on  the;  se:hool  e:anipus  during  the;  se.hool  day. 
The;se;  ine:luele;  .Stale;  e;eluc:alion  age;iie:ie;s.  loe:al 
se:hoe)l  food  aulhoritie;s.  loe:al  e;ehie:alional 
age;ne:ie;s.  schools.  slnele;nls,  and  the;  food 
pre)ehie:lion.  dislrihiilion.  and  se;r\'ie:e; 
inelustrv. 

Ahhre;vialiems: 

IKIA  l)ie;tary  (hiiele;line;s  for  Anie;rie;aiis 
FllA  Food  and  Drug  Aelministration 
FMNV  Foods  of  Minimal  Niilrilional  Value; 
FY  Fise;al  Ye;ar 

IIIIFKA  Ile;allhy,  1  Iunge;r-Fre;e;  Kids  Ae:l 
lt)M  Inslilule;  of  Me;elie:ine; 

NSLF  National  Seihool  Lune:h  Frogram 
.SBP  .Se:hoe)l  Bre;akfasl  Program 
.SFA  .Sc:hoe)l  Food  Authority 
.SLB(’,.S-1I  .Se:hoe)l  Lunc.h  and  Breakfast  Ciost 
.Study  II 

.SNDA-III  .Se:he)ol  Nnirilion  Die;tarv 
Asse;ssme;nl  III 
SY  .Se:hool  Ye;ar 

ll.SDA  United  .Slate;s  Departmenl  of 
Agrie:uilure; 

(iiiiiti;nts 

I.  Introchie:tion 

A.  (lve;rvie;w 

B.  Bae:kgrounel 

C.  Base;line; 

1).  Pre;vie)us  Re;e:oninie;nelatie)ns  and 
Existing  .Slandarels 

1.  Inslilule;  of  Me;elie:ine;  Ke;e:e)nnne;nelalions 

2.  Voluntary  .Stemelarels 

3.  (;e)nipe;titive;  Food  .Slandarels  in  Five; 
I.arge;sl  .Slale;s 

II.  ne;ve;le)pnie;nt  of  Fe;ele;ral  .Slandarels 

III.  Cost — Be;ne;iil  Analysis 

A.  Existing  Re;.se;are:h  on  Re;ve;nne;  l'dTe;e:ls 

B.  Estimating  Seihool  Re;ve;nue;  Uhanges 

C.  hnpae:ls  on  Parlie:ipaling  f'.hilelre;n  and 
l’'aniilie;s 

D.  Aehninisirative;  (iosts 

E.  Induslry  Effe;e:ts 

F.  Distrihutional  Effe;e:ls 
1 .  (Iraele  Le;ve;l 


2.  Low  Ine:onie;  .Sluele;nts 

U.  Be;ne;fits 

II.  Limitations  and  Une:e;rtaintie;s 

1.  Liniilalions  in  Available;  Re;se;are:h 

2.  Prie;e;s  of  (ionipe;litive;  Foods 

3.  .State;  and  Loe:al  .Su|ipe)rt  of  Re;inil)ursal)h; 
Me;als 

4.  .Sluele;nl  Re;sponse;  to  Ne;w  .Slandarels 

5.  Induslry  Re;sponse; 

(1.  .SFA  and  .Se:hoe)l  Uemipliane:e; 

7.  .School  Parlie:ipalion  in  the;  NSLP 

8.  Food  and  Labor  (iosts 

IV.  Alle;rnalive;s 

A.  Full  hn))le;nie;nlation  of  lOM 
Re;e:oninic;nelalions 

B.  Le.ss  Ue)nipre;he;nsive;  .Standards 

(L  liixeniplion  for  Reimhiirsahle  Meal 
Enlre';e;s  and  .Side  Ilishees 

f).  .Se:hool-s|)emsore;el  Funelraise;rs 

E.  Total  .Sugar 

F.  Naturally  ()e:e:urring  Ingre;elie;nts  and 
Fe)rtifie:alie)n 

(L  Allowahle;  Be;ve;rage;  .Size;s  in  High 
.Se;hoe)l 

11.  Low  (iaiorie;  Be;ve;rage;s 

I.  (iaffe;inate;el  Be;ve;rage;s 

V.  Ae:e:enniting  .Stale;nie;nl 

VI.  Re;fe;re;ne:e;s 

I.  Iiili'0(liic:tioii 

A.  Ovaixiow 

The;re;  has  he;e;n  ine:re;asing  jmhlie:  inte;re;sl 
in  the  rising  i)re;vale;ne:e;  of  ove;rwe;ight  and 
obesity  in  the;  llnile;el  .State;s.  parlie:ularly 
among  e:hilelre;n.  The;  sc:he)e)l  nnirilion 
e;nvironnie;nl  is  a  signifie:ant  infhie;ne:e;  on 
e:hilelre;n’s  he;alth  and  we;ll-he;ing.  Re;e:e;nt 
sluelie;s  have;  shown  that  e;hilelre;n  ly|iie:ally 
e:e)nsunie;  he;lwe;e;n  2(i  and  35  pe;re:e;nl  of  the;ir 
total  daily  e:ale)rie;s  at  se:hoe)l.  and  as  much  as 
51)  ])e;re:e;nl  for  e:hilelre;n  who  parlic:i|iatc;  in 
both  se:he)ol  hine:h  and  hre;akfa.sl  ])re)granis 
(Fox  2010:  Cuthrie.  el  ah.  2000). 

In  re;spenise;  to  lhe;se;  e:eme:e;rns,  the;  Ile;allhv 
I hinge;r-Fre;e;  Kids  Ae:l  (IIIIFKA)  of  2010 
re;epiire;el  U.SDA  to  establish  sc:ie;ne:e;-hase;el 
nutrilion  slandarels  for  (dl  foods  sold  in 
se:hools  during  the;  school  day.  The;  slandarels 
proiie)se;el  here;  are;  inte;nele;d  to  hel])  ensure; 
that  (ill  foods  sold  at  se:hool — whe;the;r 
jirovided  as  part  of  a  se:he)ol  meal  or  sold  in 
c:onipe;tition  with  sue:h  nie;als — are;  aligne;el 
with  the;  latest  and  best  dietary 
re;e:e)ninie;nelations. 

The  ])ro]jose;d  e:e)m])e;lilive;  food  standards 
will  work  in  e:eme:e;rt  with  re;e:e;nt 
iniprove;nie;nls  in  se:hool  nie;als  to  support 
and  ]ironiote;  elie;ls  that  e;onlrihule;  to  stuele;nls' 
le)ng-le;rni  he;alth  and  we;ll-he;ing.  Ciongre;ss 
highlighte;el  the;  re;lationshi])  l)e;twe;e;n  se:hool 
nie;al  inipre)ve;nie;nts  and  slandarels  forolheer 
.se:hoe)l  foods,  noting  that  the  pre;valeaie:e;  of 
“unhe;althy  le:e)nipe;lilive;|  foods  in  our 
se:hools  not  only  unele;rniine;s  c:hilelre;n‘s 
he;alth  hut  also  unele;rniine;s  annual  taxpaye;r 
inve;.stnie;nls  of  e)ve;r  .$  1 5.5  hillion  in  the; 
National  .Seihool  Lune:h  and  .Se:hool  Bre;akfasl 
Programs"  (.Se;nale  Re;porl  111-178,  ]).  8). 

The;  he;ne;fils  sought  through  this 
rulemaking  foc.us  on  im])roving  the;  food 
e:hoie:e;s  that  e:hilelre;n  in.ike;  during  the;  se:hool 
day.  A  growing  body  of  e;viele;ne:e;  le;lls  us  Iheil 
giving  se:he)e)l  e:hilelre;n  he;allhful  food  options 
will  hel])  im])rove;  the;.se;  e:hoie:e;s.  A  re;e:e;nl. 
e;om])re;hensive;.  and  gre)unelhre;aking 
asse;ssme;nt  of  the;  e;videne:e  by  the;  Pew 
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llnallli  (irmtp  and  KoImmI  Wood  johnson 
Foiindaiioii  concliidod  tliat; 

•  A  national  (:oin|)otili\  o  foods  |)oli(;y 
wonld  incroaso  stndon!  (!Xi)osuni  to  Insillliior 
foods  and  dcHTcsist!  (!.\|)osnro  to  hiss  lioalthy 
foods,  and 

•  liuToastuI  ai'coss  to  a  mix  of  Inxdlhior 
food  o|)tions  is  likidy  to  clian^c;  llio  mix  of 
f(Hids  that  stnd(mts  pnrcliaso  and  consimu;  at 
scliool.  for  till!  hotlor. 

Rosoarchors  for  li(!altliv  Kalin>>  Rcsiiarc.li 
and  Bridging  tli(!(iap.  Roliort  Wood  |ohnson 
Fonndation-s))onsoriid  ro.siiarch  programs 
oxaniining  onvironmontal  inf liimicos  on 
vontli  dints  and  ohnsitv.  Iiavo  lamclndnd  tliat 
strong  policies  that  ])rohil)il  or  restrict  the 
sale  of  unhealthy  com))(!titive  foods  and 
drinks  in  schools  iinjirox  i!  children's  diets 
and  reduce  their  risk  for  ohesitv. 

Because  setting  national  standards  will 
change  the  range  of  food  |)rodni:ts  sold  in 
stliools.  they  may  affect  the  revenues  schools 
earn  from  these  foods,  as  well  as 
participation  in  school  meals.  Thi!  evidence 
on  the  overall  iinjiact  of  com|)etilive  food 
standards  on  school  revenues  is  mixed. 
However,  a  numher  of  siliools  im])lemenling 
sui:h  standards  have  re|)ort(!d  little  change, 
and  some  increases,  in  net  revenues. 

If.  Bdcki’ioiiiul 

(liildren  generally  have  two  options  for 
school  food  purchases:  (1)  foods  provided 
und(!rthe  National  .School  Lunch  I’rogram 
(N.SLf).  the  .School  Brisikfast  I’rogram  (.SBP). 
or  other  child  nutrition  |)rograms  authorized 
under  the  National  .School  Lunch  .Xct  or  the 
Ohild  Nutrition  .Act.  and  (2)  comjietitive 
foods  pnri:hased  a  la  carte  in  school 
caf(!t(!rias  or  from  vending  machines  at 
sf;hooL  N.SLI’  is  available  to  over  iitl  million 
c:hildren  iiach  school  da\’:  an  averagi!  of  ,'i1.K 
million  childr(!n  per  day  ati!  a  riiimhursahle 
lunch  in  fiscal  vear  (fY)  2t)11.  Additional 
children  ari!  served  hy  thiifliild  and  .Adult 
(^are  food  and  the  .Summer  food  .Siirvici! 
I’rograms  that  o|)erate  from  N.SLI’  and  .SBI’ 
participating  schools.  While  m(!als  serviul 
through  these  jirograms  are  r(!(|uired  to  meet 
nutritional  standards  based  on  thi!  most 
recent  Dwtmy  (tiiiddliiids  far  Aiiioricans 
(IJ(LA).  competitive  foods  are  subject  to  far 
fewer  fiideral  dietary  standards.  Existing 
regulations  address  onlv  the  ])lac(!  and  timing 
of  saliis  of  foods  of  minimal  nutritional  valui! 
(fMNV)."' 

The  sale  of  food  in  i:ompetition  with 
federal  r(!imhnrsahle  program  meals  and 
snacks  is  widespriiad.  In  school  vear  (.SA’) 
2l)l)4-2t)l).A.  82  percent  of  all  schools — and  92 
|)en:ent  of  middle  and  high  schools — oflered 
a  la  carte  foods  at  lunch.  Vending  machines 
weri!  available  in  52  percent  of  all  schools, 
and  28  percent  of  eliiinentary  schools.  87 
j)en:t!nt  of  middle  schools,  and  98  piircent  of 
high  schools  ((iordon.  et  al..  2007;  Volume  1. 
pj).  U)2-114).  "  Riivenues  from  compelitivi! 


‘"FMNV  include  carhonated  l)ev(!rages.  water 
ices.  i:h(!wing  gum.  Iiard  caiidv.  jellies  and  gums, 
marshmallow  candies,  fondant,  licorice,  spun 
candv.  and  candy-coaled  popcorn.  The  current 
policy  n!slricls  the  sales  of  I-’.MNV  during  meal 
service  in  food  service  areas.  .See  7  LKF  210.1 1. 

*'  SNDA-lll  found  the  top  five  most  commonly 
ohered  alac.arl(!  lunch  items  were  milk.  juii:e  and 
water,  snacks.  Iiaked  goods,  and  mixed  dishes  (for 


foods.  howeviT.  are  far  smaller  than  revenues 
from  U.SnA-funded  school  meals.  In  .SA' 
200.A-200().  ap])roximal(!ly  84  iiiircenl  of 
school  food  authority  (.Sf  A)  riwenue  was 
derived  from  reimhursahle  school  m(!als. 
from  a  comhinalion  of  D.SDA  suhsidiiis.  Stall! 
and  local  funds,  and  student  meal  ])aymi!nls. 
The  remaining  Hi  iierceni  was  derived  from 
nim-reiml)ursal)le  food  sales  (IJSDA  2()()8,  p. 
xii).  I  lalf  of  secondary  school  students 
consume  al  least  one  snack  food  tier  day  al 
school,  an  average  of  278  to  88()  calories  jier 
day.  This  amount  is  significant  considering 
that  an  excess  of  1 10  to  Ki-A  calories  |)i!r  day 
may  he  responsihle  for  rising  rales  of 
childhood  obesity  (fox  t;l  al  2009.  Wang  al 
i;/ 2000.  cited  in  few  Health  (Jroup.  2012). 

Many  observers,  including  (larenls  and 
military  leaders,  have  expressed  conc.erns 
about  (be  com])etilive  foods  available  to 
cbildren  al  sebool  (Ciordon.  et  al.,  2007; 
(diristeson.  Taggart,  and  Messner-Zidell. 
2010;  f^irisleson.  et  al..  2012).  In  response,  a 
number  of  .Stales  have  im|)lemenled 
competitive  food  standards.  In  2004,  (lAO 
reiiorted  that  21  Slates  had  created  standards 
that  went  beyond  existing  federal  standards. 
In  2010.  the  .School  Nutrition  Association 
reported  that  the  number  of  .Stales  with 
competitive  food  policies  had  increased  to 
80.'-  "  *■’  More  recently,  the  Centers  for 
TJisease  Control  and  I’revenlion  ((dX;) 
reported  that  89  .Stales  had  established 
com])i!titive  food  |u)licies  as  of  October  2010: 
in  two  of  those  .Stales,  legislation  had 
recently  jiassed  to  reiiuire  comiielilive  food 
standards,  but  neither  .Stale  had  yet  defined 
specific  standards. A  2012  study  conducted 
for  fN.S  found  that  al  least  half  of  .Stales  had 
competitive  food  standards  for  foods  sold  in 
v  eniling  machines,  a  la  carle,  school  stores. 


exiimple.  salads,  pizza,  etc.).  Imu'  vending  machines. 

I  lie  lop  five  most  commonly  oflered  items  included 
juice  and  water,  other  liiwerages  (hi]'  example, 
carixinated  and  energy  drinks,  collee  and  tea.  etc.) 
snacks.  Iraked  goods,  and  Imuid  or  grain  products. 

*-(;A0-()4-(>78.  April  2004.  I'lieCAO  idenlilied 
28  .Slates,  hut  2  of  the  28  had  oidv  created 
committees  to  assess  competitive  food  issues.  Tlie 
report  considered  lioth  liming  ol  compi!titive  foods 
sales  and  the  Ivpes  of  products  ottered.  In  terms  of 
timing,  of  llie  21  .Stales  willi  competitive  food 
policies.  14  limitixl  access  to  compelitivi!  foods  al 
limes  associated  with  meal  |)eriods.  .')  limited 
competitive  food  sales  during  tlie  entire  scliool  dav. 
and  2  .States  varied  the  standards  liv  the  tvpe  of 
school.  In  terms  of  the  Ivpes  of  foods,  (i  of  the  2  1 
.States  limited  acce.ss  to  all  competitive  foods.  8 
limiliid  access  onlv  to  FMNV.  and  7  .Stales  limited 
selected  competitive  foods.  .Seventeen  ol  the  .States 
limited  act:ess  at  all  grade  levels,  while  the 
remaining  4  .Slates  had  policies  that  applied  only 
to  selected  schools.  (lAO  also  found  that  within 
.States,  individual  schools  and  districts  had  policies 
that  were  stricter  than  the  .Slate  standards. 

'  recent  study  liy  Taher.  et  al.  (201 1).  takes  a 
broad  look  al  .Stale  competitive  food  standards, 
utilizing  (8X )  data  to  estimate  effects  of  .Stale  poliev 
changes  between  2000  and  200(). 

.Similar  to  the  (iAO  report,  a  report  Irom  the 
.School  Nutrition  Association  (.SNA)  indicates  28 
.Stales  had  competitive  food  jiolicies  on  or  before 
2004.  There  is  at  least  one  difference  among  the 
.States  idiintilled  hv  (i.AO  and  tho.se  identified  liv 
.SNA.  hut  it  is  not  clear  how  many  other 
di.screpancies  mav  exist. 

''■LlKi  included  .State  laws,  regulations,  and 
policies  enacted  or  passed  since  Oclotier  2010.  We 
use  the  term  poliev  to  genericallv  refer  to  all  three. 


anil  snack  bill’s,  iinil  alnuisl  balf  bail  nulriliiin 
sliiniliirils  fill'  fiiiiils  solil  in  biiko  siilos 
(Wo.slal.  2012,  ))..  .A-2.A). 

Till!  I’lnv  Hoallh  (hiiup  iinil  Robert  Woiiil 
lolinsiin  fiiuniliiliiin  recently  reviewed  il.ilii 
on  the  lyjies  of  simck  foods  iinil  beverages 
sold  in  secondary  schools  via  x'ending 
machines,  school  stores,  and  snack  bars.  "' 

The  data  were  extracted  friiin  ii  biennial 
assessment  from  the  (ilXi  lliiil  uses  survevs 
of  |irinci|)iils  and  health  edncalion  teachers 
to  measure  policies  and  pniclices  iicross  the 
nation.  Key  findings  show: 

•  The  aviiiliibilily  of  snack  foods  in 
secondiiry  schools  varies  Iremendonsly  from 
stale  to  slide.  This  viiriiilion  is  likely  the 
result  of  ii  dispiiriile  jiiitchwork  of  policies  id 
the  slide  and  lociil  levels,  fewer  than  .5 
percent  of  school  districts  hii\’e  food  and 
bevenige  |iolicii!s  Ihiit  meet  or  exceed  the 
2010  Dieliiry  (Guidelines  for  Americans. 

•  “Under  this  |jidcliwork  of  iiolicies,  the 
majority  of  our  nation's  children  live  in  states 
where  less  healthy  snac.k  food  choices  iire 
reiidily  available." 

Ovenill,  the  availabililv  of  liealthv  snacks 
such  iis  fruits  and  vegeliibles  is  limited.  The 
viisl  majority  of  secondarv  schools  in  49 
states  do  not  sell  fruits  iinil  vegetables  in 
snack  food  venues  (I’ew  Healib  (Group.  2012). 

(.'.  Basalina  ('.ompalilh  a  Food  Htnvntia 

As  shown  in  Tiible  1.  we  esiimide  that 
overall  revenue  in  .SfAs  will  be  abonl  .S84 
billion  to  .S8(i  billion  eiich  fisc.il  veiir  between 
201.A  and  2018.  Ovenill  revenue  inc.ludes  the 
value  of  federal  reimbursements  for  N.SLI’ 
and  .SBI’  nieiils."^  student  |iiiyments,  iinil 
.Stale  and  local  coniribulions.  This  esiiniide 
is  derived  from  the  reliilionshi]i  between 
federal  reimbursements  and  total  .Sf  A 
revenue  estimated  in  the  .School  Lunch  and 
Breakfiisl  Cost  Slnily  (SLBC.S-ll)  (U.SDA 
2008). 

lI.SDA's  most  recent  budget  iirojections 
forecasted  a  total  of  .SIO.O  billion  in  fedenil 
meal  reimbursements  in  fA'  2014.  exclusive 
of  till!  effects  of  sections  20.A  and  20(i  of 
HHfKA  on  fedond  reimbursements  and 
competitive  food  revenue.  We  use  findings 
from  the  S1,B(G.S-11  abonl  the  rel<ilionshi|) 
between  federal  meal  reimbursements  and 
ovenill  .SfA  revenue  to  derive  an  eslimale  of 
.S81.0  billion  in  .SfA  revenue  in  fA'  2014.  and 
then  adjust  this  ujiward  for  HHfKA 
impacts""  to  a  total  of  .S88..A  billion  in  .SfA 
revenue  in  that  year. 

Our  estimate  of  com])elitive  food  revenues 
under  current  (lolicies  and  practices  al.so  uses 


"■■’Oiil  III  Halance:  A  l.oiik  al  Snack  Fiiiitls  in 
.Secoinlarv  .Scliiiols  across  tlie  .Stales.''  'I'lie  few 
Ileallli  (ironp  anil  tlie  Koliert  Wood  |olinson 
l‘'oiin(lalion  (2012).  The  report  exaniines  data 
c.onlained  in  N.  I).  lirener  et  al..  ".School  Health 
frofiles  2010:  (liaraclerislics  of  Health  frogranis 
.Aniong  .Secondary  .Schools  in  .Sehicled  II..S.  21 
.Sites."  U..S.  Hepartnienl  ofllnnian  .Services,  ('.enters 
lor  Disisise  (ionlrol  and  I’reviiiilion  (2011). 

"^an  esiiniale  prepared  for  the  I’'A'  2018 
I’residenI's  lindgel. 

"“'('lie  esliinaled  increase  in  .SI'A  revennes  in 
2014  froiii  these  prin  isions  is  .S.AHl  iniilion  for 
reiiiiliiirsalile  niiials.  and  SI. 8  liillion  lor 
competitive  food  revenue,  for  a  total  inc.rease  of 
alioul  Sl.tl  liillion.  See  70  Federal  Register  8.'>801- 
8.'>818.  especiallv  Jl.  8.')80.A. 
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SL1?(;.S-I1. wliicli  slu)\v(!(l  that  SFA 
compolilivc  food  rijvcauu!  accounted  for  I.t.H 
l)(!rc(!nt  ()1  Overall  S1'’A  revinuK!  prior  to 
lllll''KA.  t'or  r’Y  2014.  we  l)(!}>in  with  the 
(!stiinated  .S21.(i  hillion  in  .Sh'A  nn  inuie  that 
(!xclndes  tin;  ellects  of  I II  Ih'KA  on  h'culeral 
meal  niimhnrscanents  and  Klndcml  ijayimmts 
Tor  i)ro<>ram  nuials  and  com|)(!lilive  Idods.  l''or 
l-'Y  2014.  that  imi)li(!S  l)aseline  .SI'.X 
compeliliv(!  food  nwcmiKJ.s  ol  .S.^.O  hillion.'" 
\V(!  add  an  (Jstimated  SI. 2  hillion  incrcia.se  in 
competitive  food  revenue  Irom  lllll''KA 
.S(!ction  20()  to  get  an  adjusted  Sti.;?  hillion  in 
Sh'A  comp(!liliv(!  Ibod  rcwmiiu;. 


To  estimate  the  proportions  ol’ these 
r(!V(mu(;s  geiujratiid  hy  a  la  carle;  sales  and 
v(;nding  machin(;s.  we  use;  .SNIIA-III  ehila  te; 
she)w  thiit  aheeut  98.3  |)e;re:e;nl  e)r.Sl''A 
e:e)m|)e;lilive;  leeeeel  re;ve;nue;  was  ge;ne;riile;el  hy 
sale;s  eel  a  la  e::u'le;  IdeMls:  virtuallv  all  ejl'lhe; 
re;sl.  1.7  i)e;re:e;nl.  was  ge;ne;rale;el  by  ve;neliug 
maeihine;  .sides. 

Diilii  Ire)!!!  .SN11A-I1I  inelieiate;  thiit  O.t 
pe;re:e;nl  eil  e:e)mpe;lilive;  leieiel  re;ve;nui;  iu:e;rue;s 
le)  .Sh'.'X  iieuiemnls;  just  live;  |)e;re:e;nl  eil 
e:e)mpe;lilive  leieiel  re;ve;nue;  iie:e:rue;s  le)  lUin-Sh'A 
sluele;nl.  piire;nl  anel  either  se:he)e)l  gremp 
iie:e:e)unls."  Our  e;slimiile;  e)l  e:e)mpe;lilive;  Ibeiel 
re;ve;nue  ge;ne;riile;el  hy  lhe;se;  greeups  in  the;  hist 


lhre;e;  meiiilhs  e)f  I'Y  2014  is  S40  millie)n.  '^  II 
nenie;  eil  lhe;  e:e)mpe;titive;  le)e)el  re;ve;mie;  niiseeel 
hy  ne)n-.SI''A  .se:he)e)l  greiups  e:e)me;s  Ireiin  a  hi 
e:iirle;,  then  a  la  e:arle  sale;s  ae:e:e)unte;el  for 
reiiighly  93  pereami  (=  0.98  x  0.9.3)  of  loliil 
STA  anel  nem-.SI’A  e:e)mpe;lilive;  feieiel  re;ve;nue 
in  .SY  2004-200.3. 

We;  inflate;  lhe;se;  full-ye;ar  figure;s  fe)r  2013 
lhre)ugh  2018  hiise;el  em  the;  iissum])tie)ns  in 
the;  Pre;siele;nl’s  nuelge;!.  He;e;ause;  this  aiiidysis 
assume;.s  that  the;  rule  will  liike  e;ffe;e:l  in  )uly 
2014.  the;  sliirl  e)f  SY  2014-2013.  we;  re;ehie:e; 
the;  f'Y  2014  figure;s  in  Table;  1  te)  ineluele; 
e)nly  the  last  lhre;e;  meiiiths  e)f  the  fiseail  ve;ar — 
aheiul  13  pe;re:e;nl  e)f  the;  fnll-ve;ar  figure;s.  ''* 


Table  1— Baseline  Competitive  Food  and  Overall  SFA  Revenue 


Fiscal  year  (millions) 


2014 

2015 

2016 

2017 

2018 

T  otal 

Baseline  SFA  revenue  (all  sources)  . 

S5,062 

$34,045 

$34,694 

$35,350 

$36,451 

$145,601 

Baseline  competitive  food  revenue . 

993 

6,758 

6,921 

7,102 

7,296 

29,070 

SFA  revenue  . 

954 

6,492 

6,651 

6,828 

7,013 

27,938 

a  la  carte . 

937 

6,382 

6,538 

6,712 

6,894 

27,463 

vending  and  other  sources  . 

16 

110 

113 

116 

119 

475 

Other  school  group  revenue  . 

40 

266 

270 

274 

283 

1,132 

a  la  carte . 

0 

0 

0 

0 

0 

0 

vending  and  other  sources  . 

40 

266 

270 

274 

283 

1,132 

()lhe;r  se:he)e)l  greiups  ge;ne;riite;  lhe;ir 
e:e)mpe;lilive;  fe)e)el  re;ve;nue;  fre)m  pe;rie)elie: 
funelraisers.  veneling  miie:hine;s.  snaeT  liars, 
anel  se:he)e)l  .sle)re;s.  Thi;se;  greeups  ineluele; 
sluele;nl  eluhs.  |)iire;nl  te;iielie;r  eirgani/.iitieiiis. 
e)r  pare;nl  eirgiini/alieius  su|)|)e)rting  s])e)rts. 
musie:.  anel  e)the;r  e;nrielmie;nl  iie:li\'ilie;s.  Mueli 
e)f  the;  ne)n-.SFA  e:e)mpe;lilive;  Iboel  re;ve;nue;  is 
e;e)nlre)lle;el  hy  selie)e)l  priuelpiils  leer  s|)e;eliil 
.selioeil  e;ve;nts,  s])orls.  eer  ge;ne;rid  funelraising. 

(uven  the  im])le;me;nlalie)n  e)f  .Se;clie)n  201) 
iinel  signifieami  Stale;  anel  leieail  selie)e)l  foeiel 
initialiveis  aehipteel  sine:e  SY  2004-2003.  e)ur 
l)iise;line;  e;.sUmiile;  eef  ce)m])e;litive;  feieiel 
reve;nue;  generated  hy  either  selieieil  greiups  is 
highly  une;e;rlain.  We;  enexiunige;  re;vie;we;rs  eif 
this  preipeiseel  rule;  te)  eifler  aelelitieiiial 
infeirmatiein  thiit  might  impreive;  the.se; 
e;.slimale;s  Ihrenigh  the;  re;gulate)ry  eaiinmenl 
])reiea;ss. 


For  pill  poses  of  this  iiiiiilvsis  we;  assiime;  llmt 
the  revemie;  gi;iie;nili;el  Iroiii  laiinpelitive;  looel  sales 
has  ineaeiiseel  .it  llie  same  rale;  as  the  growth  in  .SI'  A 
revenue;  from  ri;iml)nrsal)le  p.iiel  limelH;s.  For  \  i;ars 
;irii;r  I’’Y  2011).  we  assume;  that  liiiseline;  eaimpeelilive; 
foeiel  reveaine;  will  iniae;iise;  at  the;  same  nile;  as  the; 
|)roje;e:te;el  ine:re;ase;  in  .SFA  reeveniie  Irom 
re;imliiirsal)le;  paid  hinelies  e:ontaini;il  in  llie  FY 
2013  l’re;sielenfs  Hnilgi;l. 

'".S31.(i  liillion  X  1.3.8%  =  S3.0  tiillion. 

"  liK.S  iinalvsis  of  un|)iil)lislie;il  eliilii  from  llie; 
lliirel  .Selioeil  Niilrilion  I1ii;larv  Asse;.ssmi;nl  .Sliielv 
(.SNI)A-III).  Note;  th.it  ,SNI)A-III  mav  unile;ri;slimiite; 
othe;r  .selieiol  grou|)  l■e;vl;nlle;s  to  the;  e;xte;nl  that  the;se; 
grenips  shiire;  in  revenue;  from  .selieiol  sle)re;s  lliiit  se;ll 
looel  eir  e;ngage;  in  se;parate  funelraising  e;venls. 
.SNDA-III  re;porls  lliiil  44  pi;rea;nl  eif  seliools  iillow 
stuileail  greiii))  luneliaise;rs.  hut  75  pe;rea;nl  of  tlmse 
.selieieils  te;nel  to  hold  them  less  than  onea;  pi;r  weeek. 
lust  14  pere:e;nt  eif  seliools  ope;rated  snae:k  bars  or 


D.  Previous  Ueconuuendutions  and  Lxistini’ 
Slandards 

Althenigh  IllIFKA  e;stal)lishe;el  Fe;ele;ral 
aulluirily  lor  ea)m|)re;he;nsive;  nulriliem 
stanelarels  feir  till  feieiels  in  selieiol.  e;ffe)rts  lei 
ele;fiue;  tmel  imple;nie;nl  siieli  sliineltirels  htive; 
l)e;e;n  unele;rwiiv  feir  ii  numl)e;r  eif  ve;iirs.  Our 
iiiiiilysis  l)rie;fly  ele;se:ril)e;.s  lhe;se;  iielivitie;s  lei 
jiieiviele;  aelelitiemal  eamteixt  feir  the;  |)re)pe)se;el 
rule;. 

1.  Institute;  eif  Me;elielne;  Ke;ea)mme;nelalie)ns 

In  2003.  t',e)ngre;ss  elire;ele;el  ClKi  lei 
eaimmissiem  the;  Institute;  eif  Me;elielne;  (lOM) 
le)  eloveih)])  ti  se;l  eif  ntilriliein  slanelarels  lor 
ea)m])e;titivt;  selieieil  feieiels  (House;  Re;pe)rt  108- 
7t)2).  Nutriliem  Staneliirels  lor  Feieiels  in 
Selieieils:  Leiaeling  the;  Way  teiwiirel  lle;althie;r 
Yemlh  se;t  feirtli  its  re;e;e)mme;nelatie)ns  feir 
nutrie;nl  anel  e)lhe;r  sliineltirels.  The;  eamimilteie; 
first  iele;nlifie;el  a  sell  eif  guieling  prine:iple;s. 
re;e:e)gnizing  thiit: 

a.  The;  pre;.se;nl  tmel  future;  he;allh  anel  we;ll- 
l)e;ing  eif  se:he)e)l-age;  e:hilehe;n  are;  preilbunelly 

seiheiol  .sloieis  tliiit  inighl  ge;ni;rate;  |■(;ve;nlle;  tor  non- 
.SFA  se:lioe)l  gremps.  For  this  leaison.  we;  liilieve  tliiit 
our  e;slimali;s  e:iipture  the;  liuge;r  shiire  of  ri;venue 
raiseel  liy  I lu;.se  groups.  Ai:i:oiiling  to  .SNDA-IIFs 
prini:ipals'  surveys.  44  peri:enl  of  .seliools  sohl 
i:onip(;lilive  fooels  in  vending  iniii;liini;.s  anel  through 
pi;rioilii:  funilriiisi;rs  in  .SY  2IH)4-2()()5.  )usl  1  I 
pi;re:enl  of  se:liools  sohl  e:onipelilive  fooels  in  si:lioe)l 
stores,  anel  just  3  pere:i;nl  seilel  e:onipi;lilivi;  fooels  in 
se:liool  sniie:k  bars.  .See;  (iordon.  e;!  ill..  21)07.  veil.  1. 
pp.  77-7'). 

Ifeiiimse;  other  school  groups  do  not  geiu;riite; 
revenue  from  a  lii  i:iirle  sides,  we;  sliirt  with  the;  .SF.A 
e:e)ni|)elilivi;  looel  revi;nue;  e;xi:hiiling  our  eisliniiite  eif 
the  .S1'’A  e:onipelilive  fooel  revi;nue;  iiie:n;iis(;  from 
UIII'KA.  wliie:li  isaliiiost  enliri;lv  from  a  lii  eiarle 
sales.  Our  FY  2014  eamipetitive;  loeiel  l)iisi;line  for 
other  se:he)ol  groups  is  ilieri;fori;:  |($31.(i  hillion  x 
13.8  pi;ria;nl)  -s  0.‘)3|  x  .03  =  .$203  milliein.  The;  piirt 


iifft;t:lt;tl  hy  tlit;lary  intiike;  tmel  the; 
niaintt;nane:t;  of  ti  ht;iillliy  we;  ighl. 

1).  ,Se:ht)t)ls  t:t)ntril)tili;  to  e:urre;nl  anel 
lift;lt)ng  ht;i)llh  tmel  tlit;liirv  ptiltt;rns  iinel  are; 
uniepie;ly  ])e).sitie)ne;el  lei  meiele;l  anel  re;infe)re:e; 
he;tillhful  e;aling  l)e;ha\'ie)rs  in  ptirlne;rship 
with  piire;nls.  Ie;ae:hi;is.  tmel  the;  l)re)iiele;r 
eammumily. 

e:.  Ih;e:imsi;  *  *  *  foeiels  anel  l)e;ve;riige;s 
tivailtilile;  em  the;  se:he)e)l  e:iunpus  re;j)re;se;nt 
signifietiinl  e:tih)rie:  intake;.  Ihe;v  shemlel  he; 
ele;signe;el  lei  me;e;t  iiutritieiii  stanelarels. 

el.  Feieiels  tmel  l)e;ve;i'age;s  htive;  he;alth  e;ffe;e;ts 
he;ye)nel  llieise;  re;liile;el  tei  viliimins.  niine;riil.s, 
anel  e)lhe;r  kneiwn  inelivielual  e;e)mpi)ne;nls. 

e;.  lmi)h;me;ntatie)n  eif  nutritiem  slanelarels 
feir  fooels  anel  he;ve;rage;.s  e)ffe;re;el  in  se:he)e)ls 
will  likely  re;t|uiia;  e:le;ar  peilie:ie;s;  te;e:hnie:al 
tmel  fintme:itil  suppeirt:  it  memiteiring. 
e;nfeire:e;me;iil.  anel  e;valuatiein  ]ire)gram:  anel 
iie;w  feieiel  anel  he;ve;riige;  ])re)elue:ls  (K)M. 

2()()7a.  ]).  3). 

The;  e:e)nimitle)e;  then  iele;ntifie;el  its 
inlentiems: 

\  i;ar  e;fli;e:l  for  the;  last  llirea;  nionlhs  of  FY  2014 
nahie:i;s  that  to  .S40  milliem. 

'■'The;  FY  2014  figure;s  in  Talih;  1  iire;  just  13.1 
pi;re:eail  eif  enir  full  veair  FY  2014  i;slimate;s.  13.1 
pi;re:i;nt  is  the;  nitiei  of  ptiid  rcimhursiihh;  hniclu;s 
siirvtal  from  |ulv  through  .Si;pti;nil)(;r  2t)l  1  to  the; 
nuinl)i;r  of  ptiiel  rciniliursiihh;  hni(:lii;s  .sorvtal  freiiii 
Oe:lol)i;r  2010  llireiugli  .Siiptiimher  201 1.  We;  use;  piiiel 
r(;iml)nrsiil)li;  hme:lie;s.  riitli(;r  tliiiii  total  hme:li(;s  or 
total  Feieleral  ri;init)ursiaiii;nts.  iis  the;  host  proxy 
(iiniong  iivailiilih;  iielminislriitive;  diitii)  for  tin;  sliare; 
of  i:e)mpi;lilive;  fooels  i)ure:liiise;el  in  tin;  first  lima: 
montlis  eif  the;  fise.iil  veair.  An  un))ul)lisliial  FK.S 
iiiiiilvsis  of  .SNDA-III  elatii  founel  that  schools  with 
till;  griaiti;st  share;  eif  chihlrem  cligihle;  for  paiel  iiinals 
geaieriiti;  far  more;  e:onipi;lilive;  fooel  re;v(;nue;  than 
.se:hool.s  with  highi;r  |)i;re:e;ntiige:s  eif  free;  eir  nahie:e;el- 
prie:e;  eiligihh;  e:hilelre;n.  Feir  SF.\  rcveaiue;.  the;  figure; 
in  Talih;  1  is  ia|iiid  to  .S33.(i  liillion  x  15.1  pi;re:e;nl. 
or  .S3. 1  hillion. 
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•  Thi;  liulcMiiily  roimhursahU!  school 
nutrition  programs  will  l)(^  tlui  primary 
source!  ol  iooels  and  hovcirageis  olicrod  at 
school. 

•  All  ioods  and  hcveiragos  oUbnul  on  the 
school  cam])us  will  contrihiitc!  to  an  ov(!rall 
Imalthinl  (!ating  environiiKint. 

•  Nutrition  standards  will  Ih!  i!stahlislu!d 
for  foods  and  h(!Vt!rag(!S  oflbnjd  outside!  the! 
fiuherallv  r(!imhnrsahh!  school  nutrition 
programs. 

•  The!  r»!comnu!n(h!d  nutrition  standards 
will  1h!  has(!d  on  the!  l)ie!tary  (:uiele!line!s  fe)i 
.\me!rie:;ms.  with  e:onsiele!riitie)n  give!!!  te)  othe!r 
re!le!Vimt  se:ie!ne:e!-l)ase!el  re!se)ure:i!s. 

•  The!  mitritiem  stanelarels  will  a])|)ly  te) 
feeeiels  anel  l)(!ve!rage!s  e)ffe!re!el  te)  all  se:he)e)l-age! 
eliilelre!!!  (ge!ne!rally  age!s  4  lhre)iigh  18  yeears) 
with  e:e)nsiele!ratie)n  given  to  the! 
ele!ve!le)|)nie!ntal  eliffe!re!ne:e!S  heitwee!))  eliilelreen 
in  eleemeentarv.  mielelle,  anel  high  se:he)ols 
(lOM.  2()l)7a.  j).  3). 

Finally,  the!  (xemmitteie  re!e:e)mme!nele!el  ii 
twe)-tie!r  syste!m:  Tie!!'  1  e:e)nsisting  e)f  feeeeels 
anel  he!ve!rage!s  te)  he!  e!ne:e)urage!el  einel  ■rie!r  2 
e:e)nsisting  e)f  snue:k  feeeeels  that  eh)  ne)t  meeet 
'I'ieir  1  e:rite!ria  hut  still  me!e!t  the! 
n!e:e)mme!nelatie)ns  feer  fats,  sugars,  emel 
soeliiim  seet  feerth  in  the:  IXI.X. 

Uneler  the  lOM  re!e:e)mme!nel;itie)n.  a  la  e;ai  te! 
e:ntre’H!s  weeedel  he)  reupiireiel  te)  he:  e)n  the:  N.SLF 
meenei  anel  me!e!t  Tieer  1  eiriteeriii  with  twe) 
e!xe:e!])lie)ns:  the:  iune)unt  e)f  iilleeweul  seeelium 
we)nlel  ineireease!  fre)m  21)1)  milligi'iims  (mg)  te) 
lU)  me)re!  them  480  mg.  eniel  the  2t)()  e:iile)rie! 
limit  impe)S)!el  e)n  Tieer  1  fe)e)els  we)ulei  ne)t 
a|)ply:  a  h)  e:arte!  eentrelees  we)ulel  heive:  te)  me!e!l 
the:  e;alorie!  e:e)nte!nl  e)f  e:e)nipiiral)le!  N.SI.I* 
eentreie!  iteeins. 

2.  Ve)luntiirv  .Stanehirels 

USllA’s  IltHillIiit'ii  '.S'  School  (',hall('n>>c 
(I  ID.S.Sfi).  anel  the:  Alliim):e!  leer  a  1  leuilthier 
(;e!ne!ratie)n’s  licnithv  Schools  Pro;4r<im  eefler 
twe)  me)ele:ls  e)f  \  e)luntary  stiinehirels  ;iele)ple!el 
hy  miiny  se:he)e)ls  ae:re)ss  the:  e:e)m)try. 

MUS.SC;  l)e!giin  in  21)04  as  a  w;iy  te)  preemeele: 
liesilthieT  se:he)e)l  envireenmeents  threeugh 
mdritie)!!  anel  |)hysie:al  ae:ti\  ity.  with  fe)ui 
awarel  leveils;  hreenze:.  silve!r.  ge)lel.  anel  ge)lel  e)f 
elistine:tie)n.  IllhS.SO  ine:luele!s  stanelarels  f))r 
e:e)mpe!titive!  feeeeels  that  are:  similar  te)  the 
stanelarels  in  the  pre)pe)se:el  rule:.  At  all  awarel 
le!ve!ls.  e:e)m])e!titive!  feueels  anel  heeverages  must 
mend  the  fe)lle)wing  stanelarels: 

•  Ne)  nieere:  tluin  3,5 e)f  e;ale)rie!S  fre)m  teetal 
fat  (e:xe:hieling  nuts,  .seueels.  nut  hutteers  ;mel 
r):elue:e!el-fat  e;he!e!se!). 

•  l,e!ss  than  0.5  grams  (g)  tnms  fats  pe:r 
seerving.^^ 

•  Ne)  me)re!  tliiin  M)%  siiturate!el  fat 
(re!elue:e:el-fat  e:heH!se!  is  exeemjjt). 

•  're)tal  sugar  must  he:  at  e)r  l)e:le)w  35‘!<>  hv 
weeight  (ine:hiele!s  natunillv  e)e:e;urring  iinel 
aeleleul  sugars.  Freiits.  ve!ge!tahle!s.  iinel  milk  iire: 
e!Xe!mpt). 

•  Peertion  size!s  may  met  exeieuul  the:  seerving 
size  eif  the  feeeeel  serveul  in  se:he)e)l  meids  anel 
e)the!r  e;ompe!titive!  feeeeels  imiy  ne)t  e!xe:e!e!el  200 
e:<ilorie!s  as  piie:kageel. 

•  Only  le)W-fal  e)r  fat-fre!e  milk  anel  U.SDA 
ap|ire)ve!el  alte!rnative!  elairy  l)e!ve!rage!s  may  he 
e)ffe!re!el. 


■•^OurriMit  nile!s  alliiw  iiiiiniitaerliirers  to  r)!p))rl  a 
priHleie.l  has  "zeen)  gnines"  of  trails  lal  iis  lung  as 
tlie!n!  iiri!  lesss  Ilian  0.5  g  trails  lal  per  serving.  Sim! 
21  CI  R  Pail  101.02. 


•  Milk  seirving  size  is  limiteel  to  8-fhiiel 
oune;e!s. 

•  Fruit  anel  vegetiihle  jnie;es  must  he:  lOO'/o 
full  strength  with  no  sweuiteners  eir  nem- 
luitritive  sweieteners.  iinel 

•  \Viili:r  Ihiit  is  iion-flavore:d.  noii- 
swe!e:te!ned.  iiein-ciirhoiiiileel.  non-caff(!iniileil. 
without  non-nutritive  swi:ete:ne!rs  is  iillowi:el. 

•  For  hronze:  iinel  silve:r  iiwiirels. 
e:om])e:titive!  fooel  sliinelarels  iippiv  to  fooels 
seilel  in  the  mesd  servieie  iirea  ehiring  imuil 
))e:rioels. 

•  Feirgolel  iinel  golel  of  elisline:lie)n  iiwiirds. 
eieimpetitive:  fooel  stiinehirels  iijiply  iinvwheire 
in  the  se.hool  iinel  ill  iiny  lime  during  the 
se:hool  day. 

•  For  hronze.  silver,  iinel  gold  iiWiirels. 
seielinm  e:iinnol  eixeieieel  480  mg  for  snae:k 
feieiels  eir  000  mg  for  einireies. 

•  Feirgolel  eif  elislincitiein  awarels.  seielinm 
eiiinnot  e!xe:e:e)il  200  mg  feir  snae:k  foeids  or  480 
mg  for  entreuis. 

As  of  jiinuiiry  2013.  almeisl  5.000  se:he)ols 
in  49  .Slateis  iinel  the:  Dislrie:!  eif  Columhia 
weire:  eiertifieel  IIUS.SC;  si:hoe)ls,  iinel  all  eif 
Iheise  seiheieils,  regarelleiss  of  iiwiirel  level,  have: 
iilreaely  meiveiel  ill  leiisl  |)iirl  Wiiy  to  the 
lirojioseel  lamipeitilive  feioel  sliindiirds.  ''’ 

.Se:he)ols  that  iire  a  jiiirl  of  the  AlliinK:e  for 
ii  I  leiillhier  (ienenilion's  lleiillhv  .Schools 
Progi'iim  voluntiirily  iielopl  e:ompelilive:  feioel 
sliinelarels  Ihiil  reepiire: 

•  No  ineire  ihiin  35  pere:enl  of  ciilories  fremi 
toliil  fat. 

•  No  more:  lliiiii  10  ])ere:e:nt  of  e:iilories  from 
siilunileiel  lal. 

•  0  g  Inins  fill,  iinel 

•  Ne)  more:  Ihiin  480  mg  soilinin. 

'I'lie  Alliimi:e  for  ii  I  leiillhier  (ienenilion 
idso  ri:e:ommenels  si;hools  serve  whole  gniin 
products;  fresh.  ciinni!il.  or  frozen  fruil  (in 
frnil  iuii:e  or  light  svru|));  iinel  non-frie!d 
ve!ge:tiil)les.  The:  ineire:  Ihiin  14.000  se:hools 
e:iirri:nlly  piirlicipiiling  in  Ihe  Alliiince:  for  a 
I le:iillhie:r  (ie:ni:ration  Ile:iillhv  Schools 
Prognim  liiive:  iilso  niovi:il  lowarils  ihe 
sliinelarels  in  the  proposeel  rule:."’ 

3.  Ciompi:lilive:  Feioel  Sliineliirels  in  Five: 
Large:sl  Sliile:s 

The:  five:  Slali:s  with  the:  liirge:sl  nnml)e:rs  eif 
stuelenis  i:nre)lle:el  in  N.SI,P-parlie:ii)iiling 
se;he)ols  iire:  (ailifeirnia.  Fleiriela.  Illinois,  Ne:w 
^'ork.  anel  Teixas.  Theise:  .Sliile:s  ae:e;e)unt  feir  37 
pere:e:nt  of  all  stueli:nls  i:nre)lle:el  niitieinallv  in 
NSI.P  piirtie:ii)iiling  seilmeils  (18.7  million 
sluele:nts).  All  five:  eif  lhe:se!  Slaleis  hiive  hael 
se:he)e)l  e:e)mpetitive:  foeiel  pe)lie:ies  sine;e  2004 
eir  eiirlier.  .Seiheieil  elislrie:ts  in  Iheise  Slate:s 
hiive  alreiiely  eionfronteel  some  of  Ihe 
eihallenges  of  Ininsilioning  sinelents  towiirel 
im|)roveil  e:e)ni])elilive:  foods  iinel  hiive  elciill 
with  Ihe:  e:e)nse:eine!ne:e:s  of  iiny  e:hiingi:s  in 
eiverall  re:ve:nue:s. 

In  (Ailifornio.  e:le!me:nliiry  e:hilelre:n  may 
|)ure:hiise:  emly  milk  (2%  or  le:ss),  fruil  or 
ve:ge:tiil)le:  juie;i:s  that  iire:  at  least  50  pe:re:e!nt 
juieie:  with  no  iielele:il  swe:e:te:ners,  iinel  wiili:r 


■•■•FN.S  Hoiillliierll.S  Sclieiiil  Challenge:  at  bUp:// 
i\  \viv.fns.tiscl<i.<i(iv/ln/hi'(illhi(n  iis/in<li's.hli»l.  .\ 
iiulritiiiii  stanelarels  chill  i  is  aviiilalile:  eil  hUp:// 

\\  \\\\.fns.us(la.‘ioy/ln/hctillhwnis/ti\viir<l  churl. pdb 
'*''.Se:hi)e)l  parlie:i|>iitiiin  ninnliers  are:  freiin  Ihe: 
lle:allhy  .Se:he)e)l  Preigrain.  Alliiine:e!  feir  a  I  li:allliie-r 
CeneraliDii  \Vi:h  site,  http:// 
iv\\'w.hculthicrgcncrution.or<i/scho(>ls.(isp.\. 


with  no  aeleleel  sweieleners.  (ienerallv.  foeiels 
mnsi  neil  hiive:  more:  Ihiin  35  pe:re:e!nl  of 
e:iile)rie:s  from  fal.  10  ))e:re:i:nl  of  i:iilorii:s  from 
siiluriili:il  fat,  anel  0  e;iilorii:s  from  Inins  hit. 
iinel  lie)  more:  than  35  ])e:re:e:nl  siigiir  hy  we:ighl. 
Nuts,  mil  hnlleirs,  se:i:els,  i:gg.s.  cheese: 
piie:kiige:el  for  ineliviehiiil  side:,  frnil,  vi:gi:liil)li:s 
I  hill  have:  not  l)e:i:n  eli:e:])  frie:tl,  iinel  le:gnmi:s 
iire:  idso  iillowi:el  for  purchase:.  Thi:se: 
sliineliirels  iij>|)ly  re:gin'dle:ss  eif  the:  lime  of  eliiy. 

Mielelle:  iinel  high  se:he)ol  e:hilelre:n  niiiy 
pnreihiise:  Wiile:r.  milk  [2%  or  le:ss),  fruil  anel 
ve:ge:liil)h:  elrinks  Ihiil  iire:  at  leiisl  50  pi:re:enl 
luii'.i:.  iinel  e:le:i:lre)lyle:  re:))lai:e:me:nl  l)i:ve:riige:s 
with  no  mein:  lhan  2.1  g  of  iielde:el  swi:e:le:ni:r 
pe:r  erne:  finiel  eniiie:!:.  The:y  may  alsei  pure:hiisi: 
foeiel  ite:ms  a  la  e;arle  as  long  as  the  feioels  hiive: 
no  mein:  lhan  400  e:iilories  pi:r  i:nlre':e:  iinel  no 
more:  than  four  g  of  hit  ])e:r  100  eiiileiries. 

Fntreies  frenn  N.SLP  me:iils  iire:  idso  alle)we:el. 
Thi:se:  sliineliirels  are:  in  plae:e:  from  30  minule:s 
heilbre:  Ihe:  se:he)e)l  elay  Ihrongh  30  minuli:s 
iifle:r  ihe:  seiheieil  elay  (CiSPl.  2007). 

Florido  de)t:s  neil  allow  any  e:om])e:tifive! 
feieiel  saleis  em  e!le:me:nliiry  seiheieil  e:iimpuse:s 
einriiig  the:  day  anel  ile)e:s  not  allow 
e:ompe:tilive:  feioels  from  ve:neling.  seiheieil 
slore:s,  anel  either  feioel  siileis  in  .seuionelary 
se:hoe)ls  unlil  iin  henir  after  the  hist  hme:h 
perioel.  Canhoniileel  beverages  are  iilloweel  if 
100  pe:re:ent  fruil  juie;es  are:  iilsei  availahle: 
whe:re  Iheise:  l)e:vi:nigi:s  are:  solel  ((iSPI,  2007). 

Illinois  i)olie:y  on  e:om])i:lilive:  foeiels  ii|)|)lie:,s 
only  lo  gnieleis  eight  iinel  l)e:low,  for  fooels  solel 
eluring  the:  se:hool  ehiv.  with  the  e:xe:e:plie)n  of 
foods  ihiit  are  sold  iis  |)iirl  of  ii  reimhnrsiihle: 
niiiiil  or  seilel  within  Ihe  fooel  servii:e)  iireiii. 
Allowiihle  heveniges  include:  water,  milk, 
fruil  anel  ve:geliil)li:  drinks  Ihiil  are:  al  IciisI  50 
pi:re:e:nt  fruil  juie;e  iinel  yogurt  eir  ie:e:-l)iise:el 
smoolhie  drinks  with  fi:we:r  Ihiin  400  e:iilorie:s 
thill  are  made:  with  fi'e:sh  eir  froze:n  fruil  or 
fruil  drinks  e:e)nliiining  ill  le:asl  50  ))i:re:e:nl 
fruit  juie:i:. 

Foods  ihiil  are:  allowed  tei  he:  sold  outside: 
feioel  se:rvie;e:  iireiiis  or  within  fooel  se:rvice: 
iireas  other  lhan  ehiring  meiil  se:rvie:e  nuisl 
have:  nei  ineire:  llum  35  i)e:re;e:nl  eif  eialeiries 
frenn  fal  anel  10  pere:einl  eif  eialeiries  fremi 
saluniteel  hit,  no  more:  lhan  35  ]iere:enl  sugar 
hy  weiighi,  anel  may  not  e:e)nlain  more  than 
200  e;alorie:s  iier  se:rving.  Nuts,  se:eels,  mil 
Inillens,  e:ggs,  e:he:e:se:  paeikageiel  for  iiulivio  cil 
sale,  fruits  eir  neni-frieiel  \’e:ge:tiil)le:s,  or  leiwfat 
yeigurt  pre)due:ts  are:  alsei  alleiweel  (ChSPl, 

'2007). 

Abie'  York  State:  hroadly  restrieils  the  sales 
of  FMNV  anel  "all  either  e:anelv"  frenn  the 
heginning  eif  Ihe:  se:hoe)l  elay  through  Ihe:  e:nel 
ol  the  liisl  se:he:ehile:el  me:iil  perioel.  Ne:w 
Yeirk's  Stale:  Felueiation  De|)artme:nt,  he)wi:ve:r. 
allows  e:om|)i:litive:  feieiel  sliinelarels  lo  he  si:l 
ill  the:  dislrie:!  le:ve:l  (DiNiijieili.  2009),  iinel 
New  York  Oily,  for  e:xiini])le:.  Inis  aelopte:d 
sliindiirds  that  iire  much  more:  rigorous  Ihiin 
the:  Sliile-h:ve!l  sliinelarels. 

Oenniieitilive:  food  siile:s  slanelards  within 
New  York  (niy  se:he)ols  aiiply  to  feiod  siili:s 
from  Ihe:  l)i:ginning  of  Ihe:  se;he)e)l  day  Ihrenigh 
0  ii.m.  we:ekelays.  Slude:nls  e:im  sell  Ni:w  Yenk 
.Sliile:  l)e:piirtmi:nl  of  Feincaliein  ap|)rove:el 
fooels  in  ,se:he)e)ls  iiny  lime:  ehiring  the  elay,  iis 
long  as  Ihe  sale  oe:e:iirs  enitsiele:  eif  Ihe:  seiheieil 
e:iife:le:ria.  PTAs  e:an  holel  a  meinihly 
funelraise:r  eluring  the!  elay  with  non-iipproveel 
feioel  items  as  lemg  as  Ihe  sale:  oce;urs  enitsiele: 
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llu!  caibturia  and  coiiijjlios  with  standards  s(!l 
in  llu;  (dianccdlor's  Kngidalions.  All()\v(;d 
l)(;v(;ra{>(;s  incliidi;  \val(;r  or  low-calorio  drinks 
wilhoni  artificial  flavors  or  colors,  at  10 
calori(;s  i)(;r  (;ighl  ounc(;s  for  (;l(;nu;nlary  and 
middle  schools  and  2.1  calori{;s  |)(;r  (;i<>hl 
oimc(;s  in  high  schools.  Lowfal  and  fat 
fr(;(;  milk  an;  also  allo\v(;d. 

Snack  vending  machim;s  ;ir(;  not  ])ermilled 
in  schools  with  slnd(;nls  in  i)r(;-kind(;rgarl(;n 
through  fifth  grade,  for  sln(l(;nts  ahoxa;  grade 
five;,  ciompelilivi;  foods  must  have;  no  mort; 
than  a.l  |)(;rcenl  of  calori(;s  from  fat  (nnls  and 
mil  l)ult(;rs  an;  exempt),  less  than  10  ])i;rc(;nt 
of  calori(;s  from  salnral(;d  fat.  and  0..1  g  or 
l(;.s.s  of  trails  fat:  no  more  than  3.1  |)ercenl  of 
calories  from  sugar  (fruit  ])ro(hicls  with  no 
added  sugar  are  exem])l).  less  than  200  total 
calories,  may  not  exi:(;ed  200  mg  sodium,  and 
grain-based  iiroducis  must  contain  at  least 
two  grams  of  fiber  per  serx’ing  (New  York 
fiily.  2010).-»7 

I’f^XdS  Stale  policy  does  not  allow  the  sale 
of  I'  MNV  or  any  food  or  beverage  that  is  not 
provid(;d  by  school  food  siirvice  on 


"‘Merida  is  net  iii(:hi(l(;(l  in  this  siiiiiniary  lahh; 
liecaiisi;  it  dees  net  identity  nutri(;nt  standards. 
Instead,  it  lians  competitive  toed  .sales  on 
elenientarv  school  cainpiis(;s  during  llu;  school  dav 
and  doi;s  not  allow  compelilivi;  foods  from  viaiding. 
school  stor(;s.  and  other  footl  sales  in  s(;condarv 
schools  until  an  hour  after  llu;  last  lunch  period. 


elem(;nlary  school  cam]nises  until  after  the 
(;nd  of  tlu;  last  sch(;diil(;d  class  ]){;riod  ((kSlM. 
2007).  Allowed  l)(;v(;rages  include  milk  [2% 
or  l(;ss),  water,  and  100  p(;rc(;nl  vegetable  or 
fruit  jiiic(;s.  for  middh;  schools.  fMNV. 
candy,  and  carhonat(;d  hev(;rag(;.s  sah;.s  are 
not  |u;rniilled  iinlil  llu;  last  sch(;diih;d  class. 
'rw(;lv(;  oiinci;  conlain(;rs  of  h(;v(;rag(;s.  oth(;r 
than  milk  and  fMNV,  with  no  more;  than  30 
g  sugar  p(;r  (;ighl  oiinc(;s  an;  allow(;d.  Th(;se 
lu;v(;rag(;s  might  include  sports  and  fruit 
drinks  and  sweetened  ici;  l(;as. 

At  llu;  high  .school  h;v(;l,  fMNV  may  lu; 
sold  only  afl(;r  tlu;  last  schedul(;d  class. 
.Sugar(;d  and  carhonaled  h(;v(;rag(;s  of  no  inon; 
than  12  ounces  may  hi;  offer(;d.  hut  onlv  1.1 
p(;rc.(;nt  of  v(;nding  machiiu;  slots  or  service 
lioints  may  he  devol(;d  to  llu;.s(;  h(;\'erages.  In 
all  grad(;s.  individual  food  items  may  not 
contain  more  than  23  g  of  fat  ])er  serving, 
with  llu;  exc(;plion  that  once  ])(;r  week  one 
food  with  28  g  (1  ounce)  of  fat  ])(;r  s(;rving 
is  allow(;d. 

.Schools  must  elimiiiati;  dei;p-fal  Irving  as 
a  method  of  on-site  |)reparalion  for  foods 
s(;rved  as  part  of  r{;imhursahle  school  meals, 
a  la  carle,  snack  liiu;s.  and  competitive  foods. 
.Si;rvings  of  ]U)laloi;s  may  not  exc(;(;d  lhr(;e 
ounc(;s,  may  hi;  offer(;d  no  more  than  once 
per  week,  and  students  mav  onlv  purchase 
one  serving  at  a  time.  Baked  iiolato  products 
(wedges,  slices,  whole,  new  potatoes)  that  are 


produced  from  raw  ])olatoes  and  have  not 
been  pre-fried,  flash-fried  or  par-fried  in  anv 
way  may  he  served  without  restriction,  fruit 
and/or  vegetables  must  he  offered  daily  on  all 
iminls  of  service  (('..Sfl,  2007). 

While  none  of  the.se  .Slates  have  |)olicies 
that  match  all  of  the  standards  in  the 
pro])osed  rule,  tialifornia.  Illinois,  and  New 
York  (iily  meet  several:  (California  meets  or 
exceeds  the  proposed  standards  for  calories; 
total,  saturated,  and  trails  fats;  and  sugar. 
Illinois  meets  pro|)osed  standards  for 
calories,  total  and  saturated  fat.  and  sugar. 
New  York  (City  meets  |)roi)osi;d  standards  for 
total,  saturated,  and  trans  fats,  sodium,  and 
sugar.  On  the  other  end  of  the  siiecirum. 
Texas  only  provides  a  standard  for  total  fat 
(though  it  is  more  resiric.live  than  the 
])roju)sed  rule),  and  f  lorida  does  not  set 
s]u;cific  nutrient  standards. 

'I’ahle  2  provides  a  summary  di;.scri])lion  of 
a  number  of  existing  sets  of  nutrition 
slandards  that  are  in  already  in  place.  These 
include  two  vohmiarv  ])rogram.s:  ll.SDA’s 
llealthierll.S  .Schools  (Cliallenge  and  the 
Alliance  for  a  Healthier  (Ceneralion's  Healthv 
.Schools  Program.  We  have  also  outlined  the 
slandards  in  effect  in  four  of  the  five  Stales 
with  the  largest  numbers  of  students  enrolled 
in  NSLP-jiarliciiialing  schools.  '** 
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Table  2:  Current  Competitive  Food  Standards^*^ 


Nulrition 

Slaiidards 
(jx^r  serving) 

1  lealthierUS 
Schools  (goldoF 
distinction  level) 

Calories 

q  200  calorics 
(snack) 

--  NSLP  serving 
size  (entree) 

Sodium 

q  200  mg  (snack) 

q  480  mg  (entree) 

Sugar 

q  35  %  by  weight 

Total  Fat 

q  35  % 

Saturated  Fat 

<  10% 

Trans  tat 

<  5"4i 

(trails  Fat  Free) 

Milk 

8  oz  1  %  or  less 

.luicc 

6oz  1  OO'Fo  juice 

150,  1 80,  and 
200  (Snack 
only) 

(elemenlary, 
middle,  and  high 
sch(Kil) 


q  230  mg 
(snack) 


q  35  %  by 
weight 


q  35  % 


<  10% 


0% 


1%  or  less 
(must  meet 
caloric 


Calilbrnia  Illinois* 


400  calories 
per  entree 
(middle  and 
high  school) 


q  35  % 


<  KVF,. 


2%  or  less 


50%  Juice  5()'^()  juice 


q  35  %  by  q  35  %  by  q  35%  of 
weight  weight  calories 


q  35  %  q  35  % 


<  10%  <  10% 


<  5'X. 
(trails  tat 
rree ) 


1%  or  less  2%  or  less 


1 00%  juice 


*HIJSSC  has  (bur  levels  --  bronze,  silver,  gold,  and  gold  oi'distinction.  The  nutriiion  standards  for  all  levels  are  the 
same  with  the  exception  of  sodium.  For  bronze  through  gold,  the  sodium  standard  is  <  480  mg  Ibr  non-entrees  and 
<  600  mg  For  entrees. 

**  Illinois  standards  apply  only  to  grades  8  and  below. 

***New  York  City  standards  apply  to  5th  grade  and  above.  Competitive  Foods  arc  not  allowed  For  younger  school 
children  in  New  York  City. 


BILLING  CODE  3410-30-C 

II.  l)(;vel(»|)m(;nt  ol  Federal  Standards 

.Soclion  208  oi  tin;  lIlIt’KA.  n;(]uiros  IJSDA 
to  cslahlisli  scicncivbaKitd  nutrition  standards 
tor  all  foods  and  bovciragos  sold  on  school 
cam|)ns(!s  dnrinf>  tbo  school  day.  TIkjso 
standards  must  lx;  consisttMil  with  tho  most 
njcont  DCA  and  authoritative!  scientific 
n!coinni(!ndations  (IIHI'KA.  2010.  p.  08).  TIh! 
pro|)os(!d  rule  addrcissos  all  coinpolitivo 
foods  and  hovciragiis  sold  on  cainpusos 
thron}>hout  Iho  school  day.  It  is  guided  by  lh(! 
same  principhis  that  underlie  the  2007  lOM 
n!comm(!ndations.  At  tiu!  same!  time,  in 

-''‘Florida  is  not  iiicliidtsi  in  tliis  sinninarv  tal)l(! 
ixicaiise!  it  does  not  identify  niitri(!nt  standards. 
ln.st(!ad.  it  leans  competitive  food  .sal(!s  on 
elianentary  school  campusiis  during  the  school  day 


dev(!lo]3ing  Iht!  rtilt!  FN.S  rtiviewed  existing 
ctirrttntlv  im])lemenl(!d  Stiite  iind  local  school 
nutrition  and  voluntary  slandiirds  to  promott! 
practicality  iind  east!  of  imi)lementalion. 

The  pro|)osed  rult!  improvtis  the 
com|)etitive  food  oi)tions  available  to 
students  by  rtipl.icing  less  lieidihy  ilctms  with 
iipproprialely  sized  entretis.  side!  disluis.  tmd 
siiiicks  I  hilt  em])hasiz(!  foods  from  the  food 
grotii)s  lh;it  are  tlu!  hiisis  of  a  lusillhy  di(!t. 
consistent  with  the  IKiA.  In  this  wiiy,  the 
rult!  is  d(!sigiu!d  to  ln!lp  eustirt!  the  succ(!ss 
of  school  m(!id  slandiirds  introduced  in  |ulv 
2012.  llo\v(!ver,  Iht!  rtilt!  tltitm  mil  |)rt!st;riht!  a 
spt!t:ifit;  .st!t  tif  ct)m])t!litivt!  fotitls.  ntir  tltitis  it 


t!slithlish  tiirgels  Ibr  jiiirliiuilar  Ibtitl  grtnijis. 
Insltxul.  the  pitijitistul  rult!  jnils  slutlents  in  ii 
|)t).silit)n  tt)  make  their  tiwn  htsillhv  t:ht)it:t!S. 
iintl  t!nt;t)urages  the  tlevttltipmttnl  tif  ht!<illhv 
Imhits  Ibr  life. 

Tilt!  |)rt)pt)st!tl  rult!  t!stahlislit!s  guitlt!lint!s 
Ibr  iill  ftititls  stiltl  tnilsitlt!  tif  stdititil  mt!iil 
prtigriims  tin  tlu!  stdititil  t:iim|)us  ill  an\’  lime 
tiuring  the  st:liool  tliiv.  The  stdiool  thiv  for 
]Hirposes  of  this  rule  exientls  frtiin  mitinighi 
to  80  miuules  jiiisl  Iht!  t!ntl  tif  Iht!  tiffitnal 
stdititil  tliiy.  Till!  school  taimpus  inidtiiles  all 
iirt!iis  untler  juristlit:lion  olTlii!  sidiool  llial  iirt! 
iii:t;t!ssihle  to  sluilt!nls. 

■*‘‘Manv  tif  the  stantliirds  provitle  ext!iii|ititins  Ibr 
nuts,  nut  hutters.  seeils.  anti  fruits,  ett:.  Those 
exemptions  are  not  shown  in  the  tiilile. 


iinti  titles  not  allow  taimpetitivt!  footls  from  vtintling. 
stdiool  stores,  anil  other  fooil  sales  in  sei:onilarv 
stdiools  until  an  hour  after  the  hist  lunch  ptiriotl. 
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•  Scliools  may  allow  thi;  salo  of  food  lhal 
(lo(!s  iiol  mod  |)ro])os(Hl  nih;  standards  for 
school-sjjonsorod  fiindraisors  at  a  fro(]H(m(:y 
to  1)(!  dotcn  niimul  with  tlu;  lud))  of  public 
coiimumts  on  tho  proposed  rulo.  l']xomptod 
fimdrais(!r  foods  may  not  ho  sold  in 
compotition  with  school  miials. 

•  NSl.lVSHl’  iMdn'ujs  and  sido  dishos  sold 
a  la  carlo,  with  tho  (!XC(!])tion  of  grain-hasod 
dossorts  which  must  always  moot  all 
nutrition  standai'ds,  will  lx;  oxom])t  from 
])roi)os(!d  rult!  standards  suhjijct  to  ono  of  two 
altornativos.  Altornativc!  A  t  wonld  allow 
N.SLIV.Sni’  monu  itoms  that  imud  tho 
|)roix)S(!d  fat  and  sugar  standards  to  ho  sold 

a  la  carlo  at  any  limo.  Alt(;rnativo  A2  wonld 
oxom])t  N.SLIVSHI’  ontrdos  and  sido  dishos 
from  all  standards  if  sold  during  numu 
cycles,  with  two  altornato  limitations  (81- 
82) — that  they  can  only  lx;  sold  1)  on  tho  day 
that  they  are  sorvcxl  as  jxut  of  a  meal,  or  2) 
within  four  o])orating  days  of  tho  day  they  are 
s(!rv(xl.  D.SDA  in\  it(;s  comnumts  on  th(;so 
alt(;rnativo  standards. 

(iompotilivo  foods  must  moot  all  tho 
pro|X)S(xl  nutrient  standards,  and  must: 

•  (Contain  .'iO  |)orcont  or  more  whole  grains 
or  have  whole  grains  as  tho  first  ingredient 
or  ho  ono  of  llu;  non-grain  main  food  groups 
as  (Ud'inod  hy  tho  2010  DCA:  l•'ruit.  vogolahh;, 
dairy  i)roduct.  protein  foods  (nuiat.  Ixxms. 
|)oultry,  seafood,  (!ggs.  nuts,  sixxls,  (do.):  or 

•  (Contain  10  |)(ircont  of  tin;  dailv  value  of 
a  naturally  occurring  nulriont  of  public 
health  concern  from  tlx;  IXIA  (o.g..  calcium, 
potassium,  vitamin  1)  or  diotarv  filxn').  or 

•  8(!  a  combination  food  that  c:ontains  a 
half  serving  ['/■*  cu)))  of  a  fruit  or  vogcitahlo. 

If  wat(;r  is  tlx;  food’s  first  ingrcxliont.  tlx; 
second  ingrodimd  must  satisfy  tlx;  standard 
above;. 

•  l'’r(;sh,  camx;d.  and  fro/.(;n  fruits  or 
v(;gotahlos  with  no  add(;d  ingrodi(;nts  t;xcopt 
wat(;r,  or  in  tho  case;  of  fruit.  pack(;d  in  100 
])orc(;nt  juice;  eir  e;xlra  light  syrup,  are;  e;xe;m])t 
fre)m  the;  pre)pe)se;el  redo's  nidriont  sliinelarels. 

•  (le)mpe;titive;  fe)e)els  must  e:e)ntain  :1.t 
])e;re:e;nt  e)r  le;ss  eef  leetiil  e:ale)rie;s  freem  fat  j)e;r 
l)e)rtion  as  ijae:kage;el.  Exe:e;i)tie)ns  fre)m  tliose; 
fat  stcinelarels  are;  grante;el  feir  re;ehx:e;el  fat 
e:he;e;se;.  nuts.  se;e;els,  nut  or  sooel  hutle;rs. 
l)re)elix;ls  e:e)nsisting  ejf  e)nl\’  elrie;el  friut  with 
nids  anel/eir  se;e;els  with  iX)  aelele;el  mdritivo 
swe;e;te;ue;rs  e)r  fat.  se;afe)e)el  with  ne;  aeleloel  fat. 

•  ('.e)m|)e;titive;  feeoels  must  e.ontain  ne;  more; 
than  10  |x;re:e;nt  of  leelal  e:ale)rie;s  fre)m 
sateiratoel  fat.  with  the;  e;xe;e;|)tie)n  e)f  re;ehx:e;el 
lilt  e;he;e;se;. 

•  (ie)m])e;titive;  feeexls  must  have;  0  gof  trans 
fat. 

•  .Seeelium  e:e)nte;nt  in  snae:ks  is  limite;el  te) 
200  mg  i)e;r  jeeerlieen  as  ]xu:keige;el  lor  neen- 
NSL1V.S88  snae:k  items.  Nem-N.SIdV.SlIP 
e;ntre';e;  ite;ms  must  have;  ix)  meere;  thiin  480  mg 
e)f  seeelium  i)e;r  ])e)rtie)n. 

•  Twe)  eiltornative;  sugar  stanelarels  are; 
])re)viele;el  leer  e:onmx;nt.  The;  first  we)ulel  limit 
te)tiil  sugar  te)  25  ])e;re:e;nl  e)f  calorics.  The; 
se;e:e)ixl  weeulel  limit  teetal  sugar  te)  35  pe;re:e;nt 
o\  w’cif’ltl.  Uneleer  he)th  alte;rniitive)s. 
e;xe:e;])tie)ns  are;  pre)viele;el  leer  fre;sh.  fre)/.e;n.  anel 
e:imne;el  fruits  eer  ve;ge;tahle;s  with  ne)  aelele;el 
swe;e;te;ne;rs  e;xe;e;pl  fe)r  fruits  pae:ke;el  in  100 
pe;re:e;nt  jiue:e;  e)r  extra  light  syrii]),  anel  elrie;el 
wheele;  fruits  eer  ve;ge;tahle;s.  elrie;el  wheele;  fruit 
e)r  ve;ge;tahle;  pie;e:e;s,  anel  elrie;el  ele;hyelrate;el 


fruits  e)r  ve;ge;tahle;s  with  ne)  ;xlele;el  nutritive; 
swe;e;te;ne;rs.  I,e)wfiit  eer  neeuiat  yeegeirt  with  le;.ss 
thill)  30  g  of  sugiir  for  eight  ouneios  is  iilso 
pe;rmitte;el. 

•  In  gi;ne;riil,  compe;titivi;  foexis  shall  hiivo 
no  more;  thiin  200  liidorios  per  iiortiem  iis 
])iie:kiigi;el  ine.lueling  iu:e:ompiminx;nts  .sui;h  as 
hutte;r.  creiiim  choose,  salael  elri;ssing.  e;te:.  for 
snack  ite;ms  iinel  siele;  elishe;.s  solel  a  la  e:iirlo. 
l'a)lri';e;  ili;nis  solel  a  lii  e:arle;  shall  e:e)ntiiin  ix) 
nieire;  thiin  350  eiiilorios. 

•  Ae:e:e)ni|)iniinie;nls  shoulel  he;  pre;- 
pe)rlie)ne;el  iinel  must  he;  ine:luele;el  in  the; 
nntrie;nt  |)re)file;  iis  ii  part  eif  the;  item  se;rve;el 
anel  me;e;l  all  the;  ))re)|)e)se;el  stanelarels. 

•  Ele;me;ntiiry  anel  mielelle;  seilxie)!  feieiels  anel 
l)e;ve;riige;s  iiiiist  he;  e:affe;ine;  fre;e;  with  the; 
e;xe;e;])lie)n  eif  naturally  e>e:e:urring  triie:e; 
amemnts. 

•  Alleiwahle;  l)e;ve;rage;s  feir  e;le;me;ntiiry 
.stuele;nts  are;  limile;el  te)  ])liiin  wate;r.  leiw  fat 
milk,  nernfat  milk  (ine:lueling  flave)re;el). 
nutritiemally  e;e)uiviile;nt  milk  iille;rnative;s  (as 
])e;rmilte;el  by  the;  se;he)e)l  meial  re;e]uire;me;nts), 
anel  100  ])e;re;e;nt  fruit  eir  ve;ge;tal)le;  juie:e;s.  All 
l)e;ve;rage;s  must  he;  ne)  me)re;  thiin  eight  oune:e;s 
with  the;  e;xe:e;])tie)n  eif  water,  whieih  is 
unlimite;el. 

•  Alleiwahle;  l)e;ve;riige;s  feir  mielelle;  seiheieil 
sluele;nts  iire;  limitoel  tei  jilain  Wiile;r.  leiw  fat 
milk,  nernfat  milk  (ine:lueling  flaveireeel). 
nutritiemally  e;eiuiviile;nl  milk  idle;rniilive;s  (iis 
liormittoei  by  tho  se.liool  meal  roepiireimonts), 
iinel  100  pe;re:e;nt  fruit  eir  ve;ge;tiil)le;  jiiieie;.  All 
l)e;ve;riige:s  must  he;  ix)  ineire;  than  12  e)une:e;s. 
with  the;  e;xe:e;|)tie)n  eif  wiite;r  (whie:h  is 
unlimite;el). 

•  Alleiwahle;  he;ve;riige;s  feir  high  seilxieil 
sluele;uts  iire;  limitoel  tei  plain  wate;r.  leiwfat 
milk,  nemfal  milk  (ine:lueling  Ihiveireeel). 
nnlriliemally  e;epiivale;nt  milk  iilte;rniitive;s  (as 
pe;rmitle;el  hy  the;  se:he)e)l  me;al  reeepiireemeents). 
anel  100  i)e;re;e;nl  fruit  eir  ve;ge;tahli;  jnie:e;.  Milk 
iinel  milk  e;e|uiviile;nt  iille;rniilive;s  anel  fruit  eir 
ve;ge;tiii)le;  juie:e;  must  he;  iiei  meire;  than  12 
e)une:e;s.  (:ale)rie;-fre;e;.  fliive)re;el  anel/e)r 
nnfliive)re;el  eiiirheiuiitoel  wate;r  anel  either 
eiiileirie;  free;  he;ve;rage;s  that  e:e)m])ly  with  the; 
EDA  staixlarel  eif  loss  than  five;  e;ale)rie;s  jior 
se;rving  must  he;  nei  meire;  than  20  e)une:e;s. 

•  Twei  alternative;  stanelarels  feir  leiw  eialeirie; 
he;ve;rage;s  feir  high  seihexil  stuelonts  are; 
pre)viele;el  feir  eiommont.  The;  first  iilte;rnative; 
weiulel  alleiw  he;ve;riige;s  eif  up  tei  40  eialeirieis 
])e;r  8  11  eiz  serving  (eir  (it)  eialeirios  ]x;r  12  fl 
eiz).  The;  se;e:e)nel  weiulel  alleiw  u]i  tei  50 
caleirieis  pe;r  8  fl  eiz  (eir  75  e'.aleirios  pe;r  12  fl 
eiz).  lleith  iille;ruiitive;s  limit  serving  size;s  tei  12 
fliiiel  e)une:e;s  eir  le;ss.  8e;ve;riige;s  e:e)ntaining 
e;affe;iix;  are;  ])e;rmitte;el  at  time;s  eithe;r  than  at 
me;iil  se;rvie:e;.  The;re;  is  nei  e)une:e;  re;strie:tie)n  ein 
Wiitor. 

III.  (x)st-Hc;ni;ril  Analysis 

The;  pre)|)e)se;el  rule;  re;epiire;s  seiheieils  tei 
imiireive;  the;  nutritiemal  epiality  eif  fexxls 
e)ffe;re;el  for  side;  tei  stuele;nts  enitsiele;  eif  the; 
l''e;ele;riil  seiheieil  lune:h  anel  seiheieil  hre;iikfiist 
preignims.  (Changing  the;  mix  eif  e:e)ni])e;tilive; 
fexxls  e)ffe;re;el  hv  seihexils  will  liki;lv  e;himge; 
sluele;nl  oxponelituros  em  theise;  feieiels.  with 
jieitontial  im])lie:alie)ns  feir  seihexil  feiexl  se;rvie:e; 
re;ve;niu;s.  It  may  iilsei  e:himge;  the;  extent  tei 
whie:h  stixlemts  ])urcha.se;  roimliursiilile; 
se:heieil  me;ids,  rosidting  in  e:himge;s  in 
amounts  trimsfe;rre;el  freim  IJ.SDA  tei  SKAs  iinel 


freim  stuelonts  tei  .SEAs  feir  re;elue;e;el  jirieie;  anel 
paiel  me;ids. 

This  analysis  e;xiimine;s  ii  nmge;  eif  jieissilile; 
re;spe)nse;s  eif  sluele;nls  anel  seiheieils.  anel 
re;sulting  e:himge;s  in  seiheieil  reivemuo.  hasoel 
em  the;  e;xpe;rie;ne:e;  eif  .Stale;s,  se'.hexil  elistrie:ls. 
iinel  seiheieils  with  simihir  stanelarels.  While; 
e;viele;ne;e;  em  the;  e)ve;ridl  im])ae:t  eif 
e:e)mpe;titive;  fexxl  stanelarels  em  seilxxil 
re;ve;nue;s  is  mixe;el.  ii  numhor  eif  seiheieils 
im|ile;me;nting  sue;h  sliinelarels  Ixive;  re;])e)rte;el 
little;  eihiingo.  anel  seime;  have;  se;e;n  ine:re;iise;s. 
in  ne;t  re;ve;nue;s.  Our  analysis  illustriile;.s  a 
range;  eif  peissihio  re;ve;nue;  impiie:ts.  all  eif 
whie:h  are;  re;lalive;ly  small  (-1-0.4  ])e;re;e;nt  lei 
—  0.7  pe;re:e;nl).  8y  way  eif  e:e)mpiirisem,  II.SIIA 
has  provieiusly  e;stimate;el  that  the;  eieimliinoel 
e;ffe;e;l  eif  the;  e)the;r  seihexil  fexxl  se;rvie:e; 
re;ve;nue;  preivisieins  ine:luele;el  in  HIIEKA  are; 
e;xpe;e;le;el  tei  ine;re;iise;  eive;rall  seihexil  feieiel 
re;\'e;nue;  hy  renighly  six  pe;re:e;nl.'’"  Tlie; 
ceimhinoel  e;ffe;e:t  eif  that  rule;  anel  this  preipeisal 
is  a  not  ine:re;ase;  in  .SEA  rovomie;. 

The;  ke;y  honofil  seiughi  threiugh  this 
preipeisoel  rule;  is  to  im]ire)vo  the;  fexxl  e:he)ie;e;s 
that  e:hilelre;ii  make;  eliiring  the;  seihexil  elav.  8v 
he;l|)ing  lei  e;nsure;  that  all  fexxls  seilel  at 
seihexil — Iheise;  preivieloel  as  iiart  eif  a  seiheieil 
moiil  eir  seilel  in  e:e)in])e;tilie)n  with  sue:h 
me;als — iire;  aligne;el  with  the;  lalosl  anel  l)e;st 
elie;tary  re;e:e)mme;nehitie)ns.  the;  rule;  slxmlel 
iilsei  imjireive;  the;  mix  eif  fexxls  that  stuelonts 
])ure:hiise;  anel  eieinsunx;  at  seihexil. 

In  turn,  thenigh  the;  eieimpleixily  eif  faeiteirs 
lhal  influe;ne:e;  eivorall  fexxl  eieinsumptiein  anel 
eilxisilv  ]ire;ve;nl  us  freim  elofininga  le;vi;l  eif 
elie;lary  e'.hange;  or  eliseiase;  eir  eieist  re;ehie:tie)n 
that  is  altrihutalile;  tei  the;  rule;,  lhe;re;  is 
e;\’iele;ne:e;  lhal  stanelarels  like;  theise;  pre)pe)se;el 
in  the;  rule;  will  pe)silive;ly  influe;ne:e; — iinel 
pe;rhaps  elire;e:tlv  impreive; — e;ating  iiiitle;rns 
lhal  e-.eintrihule;  tei  stuele;nts'  lemg-torm  he;alth 
anel  we;ll-he;ing.  iinel  re;elue:e;  lhe;ir  risk  feir 
eilxisily. 

A.  Existing  Hcscarcli  an  llcvcnnc  Effects 

If  the;  )ire))ie)se;el  stanelarels  are;  finiilize;el  anel 
imple;n)e;nte;el.  sluele;nls  whei  e:urre;nllv 
pure.hase;  eieimpolitive;  fexxls  will  aeljusi  thoir 
heehavieirs  in  ii  numl)e;r  eif  ways  in  rosjieinse;. 
.Seimo  stuelonts  will  aeieiojit  the;  ne;w 
e:e)mpe;titive;  fexxl  eifforings.  .Seime;  will  neit 
iinel  will  turn  inste;ael  tei  the;  Ee;ele;ral 
re;imhursal)le;  moals  jireigrams.  Othor  stuelemts 
will  re;plae;e;  seiheieil  fexxl  pure:hase;.s  with  fexxl 
freim  heime;.  Anel.  whore;  the;  eipliein  e;xists, 
stuele;nls  may  sjx;nel  the;ir  e;eimpe;titive;  fexxl 
eleilliirs  eiff  e:am|ius.  .Stuele;nt  re;s]X)nse;s.  in 
turn,  will  ele;pe;nel  ein  the;  ahility  eif  seihexils, 
fexxl  manufacture;rs.  anel  the;  fe)e)else;rvie:e; 
inehisiry  lei  e)ffe;r  a|iix;aling  e:he)ie;e;s. 

It  is  inslrue:tive;  lei  he;gin  with  a  roviow  eif 
stuelios  anel  eivaluiitieins  eif  e;xisting  .Stale;  anel 
leieial  stiinelarels.  While;  neine;  eif  the;  eixisling 
slaneliirels  are;  fuliv  iiligne;el  with  the; 
jireivisieins  eif  the;  preipeiseiel  rule;.  Ihe;v  e)ffe;r 
the;l)e;sl  availalilo  insight  intei  the;  like;ly 
e:emse;eiue;ne:e;s  eif  the;  |)re)pose;el  rule;  ein  seiheieil 
re;ve;nue;s  anel  e:eists. 

A  numl)e;r  eif  sluelie;s  have;  le)e)ke;el  at  the; 
e;ffe;e:ls  eif  imple;me;nlatiem  eif  nutritiem 
stanelarels  ein  seihexil  fexxl  sorvieio  re;ve;nue;s  in 
a  hanelful  eif  Slateis; 

http://\\\\\\  .fits. usdcLgov/cnd/aovis  nance/ 
ivgnlnliims/2()  1 1  -(Hi- 1 7.pdf. 
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•  .\  smos  (if  sliulicis  examined  (California’s 
Linking  Lducation.  .Aclivity  and  Food  (LFAl') 
pilot  program  (Woodward-Lopo/ cl  al.  2()().^a; 
V'argas  ol  al  20().t).  .Xinong  1(i  high  schools 
that  rocoivod  LF.\F  grants  to  iinploinont 
compotitivo  food  standards  ado|)t(ul  hv 
(California,  l.'f  rcpoilod  incroasos  in  total  food 
service  revenues,  iisnallv  through  increased 
mimhursahle  meal  sales  that  offset  a 
concurrent  decrease  in  ii  la  carte  sales.  Ncit 
income  increased  in  three  of  the  five  sites 
that  provided  data  on  ex|)endituies.  and  hdl 
at  the  other  two  sites.  It  is  not  chiar  how 
much  of  the  observed  effects  are  solelv  due 
to  the  changes  in  com|)etitive  food  standards 
Inicause  the  pilot  schools  received  grants 
rtinging  from  about  .S2()().00()  to  .S74().00l)  for 
a  21  month  implementation  jieriod  ((Center 
for  Weight  and  Health.  2()l).5). 

•  A  related  assessnumt  of  the  impact  of 
(California's  legislatrul  nutrition  standards 
mports  that  10  of  11  schools  that  rejiorted 
tlnancial  data  ex|)erienced  increascis  of  more 
than  five  ])ercent  in  total  food  and  hitverage 
mvenue  after  implementation  (Woodward- 
Lope/.  el  al.  2010).  Among  the  five  schools 
that  provide  data  for  non-food  service  sales 
of  coinjielitive  foods  and  beverages,  four 
exjierienced  a  decrease  in  revemu;  of  more 
than  five  percent  and  one  exjieriencc!  a 
mode.st  increase. 

•  An  estimated  00  percent  of  surveved 
principals  in  West  Virginia  reported  little  or 
no  change  in  revenues  after  im|)leinentation 
of  a  state  |)olicy  riiciuiring  schools  to  offer 
healthicir  lieveragcis  and  restrict  "junk  foods" 
and  soda  (West  Virginia  University.  2000). 

•  Pilot  iirojects  in  (Connecticut  and 
Arizona  report,  in  .some  cases,  incniased  food 
sales,  increased  meal  parlici))ation.  and  no 
significant  change  or  loss  in  food  ser\  ice 
n:v(Miue  (Long.  Henderson,  and  .Schwartz. 
2010;  Arizona  Healthv  .School  Model  Poliev 
Implementation  Pilot  .Study.  200.5). 

•  (IriHMi  Bav.  Wisconsin  officials  rejiorted 
that  "|w|h(!n  low-nutrient  foods  were 
nnnoved  from  a  la  carte  lines  and  rejilaced 
with  healthful  altiirnatives.  daily  a  la  carte 
r(!V(!nu(;  (hjcnsistul  by  an  avciragc;  of  18 
|)erc(!nt.  Howiu’ijr.  tin;  d(!creased  (unphasis  on 
.'I  la  carte  sahis  |)rom])t(!d  a  15  percent 
incnnise  in  school  meal  |)articipation|!|.  Tlu! 
r(!V(!nue  generatcul  by  the  additional  school 
meals  more  than  douhh;d  the  lost  a  la  cart(! 
rev(!niu!.  Therefort!.  hottom-lim;  dollars  for 
school  foods(!rvice  have  increased  oviaall" 
(U.SHA.  (!t  al..  2005.  |).  98). 

•  .South  (Carolina's  Richland  OiU!  District 
"re))orted  losing  approximately  .S300.000  in 
annual  a  la  carte;  nivenin;  aft(;r  implementing 
Icompetitivi!  foodj  changess.  [hutl  schoed 
lunch  part ici])at ion  and  suhsiHpient  hshiral 
reimhurs(!m<!nts  incriiasiul  by  approximatedy 
.S400.000  in  th(!  .same!  vciar"  ((CAO  2005.  |). 

43). 

•  Wharton.  Long,  and  .Schwartz  (2008) 
r(!view(!d  "tlu!  hnv  a\’ailahle”  njveniui-ndatiul 
articles  and  studies  focusiul  on  h(!althi(!r 
comp(!titive  food  standards  and  determiiuul 
that  the  “*  *  *  data  sugg(!st  that  most 
schools  do  not  (!X|)(!ri{!nce  any  overall  Iosscjs 
in  revemiu!"  after  imirlementing  iKsdthier 
standards  (p.  249). 

•  Most  studies  have;  assesscid  the  impact  of 
nutrition  i)olicii!s  in  the  imiiKuliate  |)ost- 
im|)h;ni(Mitation  |)eriod.  A  rec(mt  (dforl 


(!xamined  longer-t(!rm  impacts.  (Comparing 
revenue  data  ov(!r  thns;  yeiirs  from  42  middle 
schools  in  five  .Stales,  half  of  which  ado|)ted 
h(;althi(;r  compelilivt;  food  standards. 

'rriu'iho  el  al.  (2012)  found  no  diff(!renc(;  and 
concludcul  that  providing  lusdlhitn'  food 
options  is  affordahh;  and  do(;s  not 
compromise  school  food  siirvict;  finances. 

Tlu!  Pinv  Ihsdth  (Croup  addrcisstul  tin;  issue 
of  rcwcmiu!  chang(!s  diu!  to  h(;allhi(;r 
com])(!liliv(!  foods  in  its  rcHXMit  Ihsdlh  lni])acl 
As.sessmenI  (HIA).  After  analyzing  tlu; 
r(!lalionshi))  hiilwcien  .Stale  |)olici(!S  and 
school-ridalcid  finances.  Peuv  resciarcluM's 
concluded  llnit: 

IWllum  schools  and  districts  ado|)t(td 
strong  nutrition  standards  for  snack  and  a  la 
carti;  foods  and  h(!verag(!s.  they  gcmerally  did 
not  ex])eri(!nc(!  a  decrease;  in  r(;venn(;  ov(;rall. 

In  most  in.slance;s.  se^hool  food  service; 
re;v(;nu(;s  in(:re;as(;el  due;  to  high(;r 
])arlicipalion  in  school  ini;al  |)rograms. 
H()weve;r.  in  some  cas(;s.  school  districts 
(;x|)(;ri(;n(:(;(l  initial  (l(;clin(;s  in  r(;ve;niu;  wh(;n 
slr(;nglh(;ning  nutrition  standards.  The;  HIA 
conc.lud(;d  that,  over  time,  the;  ne;galive; 
impact  on  r(;v(;nne;  could  he;  ininimiz(;(l — and 
in  s()m(;cas(;s  r(;v(;rs(;(l — by  impl(;m(;nling  a 
range;  of  slral(;gi(;.s  (P(;w  HIA.  p.  4). 

.Similarly,  afl(;r  r(;vi(;wing  the;  evid(;nce;.  the; 
National  (Center  for  (Chronic  l)is(;as(; 

Pr(;v(;nli()n  and  Health  Promotion  al  (CIKC 
concln(l(;(l  that  "|w|hile;  some;  schools  report 
an  initial  (l(;cr(;as(;  in  r(;v(;nu(;  afl(;r 
im|)l(;m(;nling  nnirilion  standards,  a  growing 
body  of  (;vi(l(;nce;  sngg(;sl  that  schools  can 
have;  strong  nutrition  standards  and  maintain 
financial  slahility”  ((CI)(C.  Imphuiwntin}’ 

Sironf’  A’lilrilion  Standcirds  for  Schools: 
Financkd  Inpdications,  p.  2). 

While;  the;  e;xisling  re;s(;ar(:h  sugg(;sls  that 
any  impact  of  (:omp(;tiliv(;  food  standards  is 
lik(;ly  to  he;  r(;laliv(;ly  mo(l(;st.  Ihe;r(;  is 
substantial  variation  in  the;  (;x])(;rie;nc(;  and 
r(;siills  to  dale.  The;  information  ax'ailahle; 
in(iicat(;s  that  many  schools  have; 
sncc(;ssfully  inlro(luc(;(l  competitive;  food 
r(;forms  with  little;  or  no  loss  of  r(;v(;nue;.  In 
some;  of  those;  schools.  I()sse;s  from  r(;dn(:(;(l 
sales  of  competitive  foods  were;  fnllv  offse;!  hv 
in(:r(;as(;s  in  re;iml)ursal)le;  meal  r(;ve;nne.  In 
other  schools.  slud(;nls  re;s])on(l(;el  favorably 
to  the;  h(;a]thi(;r  ojjlions  and  (:e)m|)(;litiv(;  food 
r(;ve;nu(;  in(:r(;as(;d  or  remained  al  ])r(;vions 
l(;v(;ls.  But  not  all  schools  that  a(l()))l(;d  or 
pilol(;d  (:omp(;liliv(;  food  standards  lar(;(l  as 
W(;ll.  'rh(;s(;  e;xp(;rien(:(;s  vary  so  wide.dy  that 
th(;y  do  not  su])port  a  m(;aningful 
(|uanlilaliv(;  national  estimate;  of  the; 
|)roposars  ne;!  im|)acl  on  i)rogram  costs  and 
re;v(;mie;s. 

U.  Fsliiiudinfi  School  Uevemte  (Jhonf'cs 

'I'o  asse;ss  the;  im])acls  of  the;  ijroposeel  rule; 
on  school  r(;v(;nu(;.  we;  r(;vi(;w(;(l  the  (;vi(l(;nc(; 
snmmariz(;d  above;  and  i(l(;nlifi(;(l  lhr(;e 
sc(;nari()s  for  slu(l(;nl  h(;havi()r  and  (;slimat(;(l 
the  r(;ve;nue;  change;s  that  could  re;sull; 

•  .S(  e;nario  1;  R(;laliv(;ly  high  sln(l(;nl 
acc(;ptanc(;  of  ne;w  (:om|)e;liliv(;  foods.  th(;r(;hv 
allowing  schools  to  niiiintain  (;xisling 
(:omp(;liliv(;  food  sale;s. 

•  .Sc(;nario  2;  Lower  e:()mi)(;liliv(;  food  sale;s 
with  fidly  offselling  incr(;ase;s  in  school  m(;al 
))arlicipalion. 


•  Sc(;nari()  3:  Lower  comp(;liliv(;  food  sal(;s 
with  ])arlially  offs(;lting  ine:r(;ase;s  in  school 
m(;al  |)arli(;i|)ali()n. 

We;  assume;  that  the;  perce;nlag(;  change;  in 
N.SLP  |)articipali()n  (AL)  following 
impl(;menlation  of  (:()m|)e;lilive;  food 
standards  will  he;  dir(;clly  r(;late;d  to  the; 

|)(;rc(;nl  change;  in  c()nip(;litive;  food 
pnr(:has(;.s  (A(CF).  since;  a  iiorlion  of 
(:()m|)(;liliv(;  food  |)nr(:hase;s  are;  for  lunch 
consumption.  We;  assume;  that  the;  change;  in 
c.()m])(;lilive;  food  rev(;mi(;  occurs  largely  from 
slud(;nls  whose;  r(;si)ons(;  to  n(;w  standards 
liik(;s  the;  form  of  increased  or  de;(:re;as(;(l 
el(;mand.  and  that  all  other  stuel(;nls  maintain 
))revions  le;v(;ls  of  purchasing. '  .Slu(l(;nls 
who  do  not  buy  the  n(;w  options  are;  assumed 
to  h(;hav(;  as  if  com])(;tilive;  foods  we;r(;  not 
iivailahle;.  and  we;  mode;!  their  h(;havior  using 
the;  e;ffe;(:l  of  Competitive;  foods  availability  on 
N.SLP  ])articipation  as  ineasnr(;d  by  (h)relon, 

(;l  al.  (2907).  Al.  is  then  the;  ])ro(luct  of  AHF 
and  the;  compe;tilive;  foods  availability  (;ff(;(:l 
((;FAE)  divid(;(l  by  the;  has(;bn(;  NSf.l’ 
participation  rate;  (PR):’’^ 

AL  =  ACF  X  CFAE/PR 

The;  value  for  HF/XE  is  assum(;(l  to  he;  —4.1) 
l)(;rce;nlage  points.  base;d  on  the;  finding  by 
(iordon.  el  al.  (.SNDA  111.  vol.  2.  j).  117)  that 
the;  N.SLP  ])arlicipation  rate  was  4.0 
p(;rc(;nlag(;  points  high(;r  in  schools  that  did 
not  oH(;r  comp(;tilive;  foods  during  m(;altim(;s 
(:()m|)ar(;(l  to  those;  that  did.  The;  national 
av(;rag(;  |)arlicipalion  rate  m(;asnr(;(l  in 
.SNIIA-Ill  was  til. 7  pe;rce;nl.  'I'he  value  of 
comparing  chang(;s  in  c()m|K;litive;  food 
r(;v(;mi(;  to  changes  in  N.Sf.P  r(;ve;nu(;  is 
linnl(;(i  to  the;  (;xl(;nl  that  costs  ])(;r  dollar  of 
gross  r(;v(;nne;  from  the;  two  source;s  diff(;r. 
Although  we  do  not  have;  the;  d.ita  n(;(:e;ssary 
to  (;slimate;  ])rofit  margins  on  comp(;liliv(; 
foods,  we;  (;xi)(;ct  that  margins  on  N.SLP  m(;als 
and  a  la  carle;  il(;ms.  the  most  important 
snhgroii])  of  competitive;  foods,  are;  similar. 

We;  assume;  in  our  estimates  that  olhe;r 
school  groups  incur  the  same;  p(;re;(;nlag(; 
change;  in  comp(;titiv(;  food  re;venue;  as  .SFAs. 
This  assum])tie)n  may  not  he;  realistic  given 
the;  difference;  in  the;  nature  of  the;  foods  sold 
in  occasional  fundraise;rs.  in  vending 
machines,  in  snack  bars,  and  in  a  la  carle; 
lines.  However,  given  the  iin])orlance;  of  this 
re;v(;nn(;  source;  for  its  sponsors,  we;  (;xp(;cl 
that  small  or  in(l(;|)(;nd(;nl  .school  groups  will 
adapt  in  a  manne;r  that  re;sult  in  a  r(;v(;nue 
im|)acl  C()m])arahl(;  to  that  (;x])e;ri(;nc(;(l  hv  the 
.SFAs. 

This  is  in  contrast  to  tlu;  possibility  that  all 
.stu(l(;nts  |■(;(hlC(;  their  pur(:has(;s  hy  the  same 
p(;r(:entage. 

'’-This  r(;lationship  assiinu;s  that  (1)  the  iiu:r(;ase 
in  N.Si.P  partici|)ation  must  come;  from  non¬ 
participants  who  bought  comp(;titive  foods  as  part 
of  lunch.  (2)  that  the;  (l(;cri;as(;  in  compe;tiiiv(;  food 
purchases  occurs  as  a  r(;duction  in  tlu;  numh(;r  of 
stud(;nts  purchasing  comp(;titive  foods  while; 
students  still  pui'chasing  compeetitive  foods  do  not 
clumge  tlu;ir  luehavior.  and  (3)  the  |)roportion  of 
stud(;nts  who  switch  from  purch.ising  compeetitive; 
foods  as  pen  t  of  lunch  to  N.SLP  participiition  is  the 
siiiue  as  the  additional  proportion  of  studeents  who 
participeite  in  N.St.l'  in  schools  wlu;re  compeelitive 
foods  are;  not  avidhihle. 
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SccMiiirio  1:  Hi}*!!  Sliidciiil  AccciJiancc  ol'NiJW 
(;()ni])(!litivo  l'’()()(ls 

l'’()r  this  sccMiario.  \v(!  look  lo  llu:  (JXijorionco 
ol  scliools  and  scliool  dislricts  lliat  liavo 
niaintaiiKul  or  iiicixiasod  c;onipi!liliv(!  I'ood 
sal(!s  alter  introduction  of  iKxdthiin' 
standards.  With  ridativcdv  modest  elTorts  to 
(mgage  students  in  developing  standards  and 
to  proinot(!  healthier  choiccjs,  these  schools 
have  demonstratcid  that  student  demand  lor 
h(!althi(!r  competitive  foods  can  lx; 
maintaimni  or  incnxised. 

Most  comj)(!titiv(!  food  nn'tmne  is 
generated  hy  sales  of  a  la  carte  foods.  If 
com])(!titive  food  nn'emu!  continues  to  he 
driv(!n  largely  hy  a  la  carle  sales,  and  llu; 
transition  lo  healthier  school  mtials  (and.  hv 
exlimsion,  healthier  a  la  carle;  items)  is 
comph;l(;  prior  lo  the  puhlicalion  of 
com|)(;titiv(;  food  standards,  then  the; 
incr(;menlal  effect  of  those  standards  on 
comiretilive  food  revenue  in  the  short  term 
could  he  relatively  small. 

Under  this  scenario,  we  assume  a  modest 
increase  (five;  ])e;re:e;nl  in  SY  2()15-2I)1() 
fe)lle)wing  ne;  edumge;  in  the;  first  ye;ar  e)f 
im])le;me;ntalie)n)  in  e;e)mpe;lilive;  ferteel  re;ve;nue; 
eluring  the;  initial  transit ieen  lo  he;allhie;r 
e:e)m])e;lilive;  femels.  We;  e;he)e)se;  five;  ])e;re:e;nl  te) 
male:h  the;  minimum  e:emi])e;tilive;  fejeiel 
re;ve;nue;  ine.rease  re;e:e)rele;el  hy  thre;e;  e)f  le;n 
selieuils  in  the;  (ailifeirniii  Healthy  Ealing 
Aedive;  Ue)mmnnilie;.s  sluely  (We)e)ehvarel- 
Ee)])e;/..  el  ah.  21)10). 

We;  lhe;n  ae:e:e)unl  fe)r  the;  e:e)sls  ine:urr(;el  hv 
se:he)e)ls  that  have;  ;ilre;aely  aele)pl(;el 
e:e)mpe;tilive;  fe)e)el  stanelarels.  While;  we;  e:anne)l 
pre;e:ise;ly  ejuanlify  lhe;se;  e:e)sls  emel  r(;ve;nue; 
impaeds.  eeur  review  e)f  the;  stanelarels  in  plae;e; 
in  the;  feeur  large;sl  Slale;s  anel  the;  natieni’s 
hirge;st  sedme;!  elisiried  pre)viele;s  ;i  heisis  fe)r  ;i 
le)we;r  heeieuel  aeljusimeni:  we;  re;ehu:e;  all  e)f  enir 
e;stimate;s  hy  21)  ))e;re:e;nl.  After  the  20  pe;re:e;nl 
aeljustme;nt.  we;  e;stimate;  ;m  ine:ie;ase  in 
e;e)m|)e;litive;  fe)oel  re;ve;nue;s  eif  lour  pe;re:e;nt 
(ACE  =  4.0). 

(iase;  sluelies  e:e)nfirm  the  ge;ne;ral  N.SEP 
p;irlie:ipalie)n  e;ffe;ed  ele;.se:rihe;el  in  SNDA-llI. 
suggesting  that  an  ine:i'e;ase;  in  e;e)mpe;tilive 
feje)el  |mre:hase;s  afte;r  imi)le;me;ntatie)n  e)f  the; 
pre)pe)se;el  rule;  may  e:ome  at  the;  e;xpe;nse;  eif 
N.SEP  parlienpalie)!!.  8e;e:ause;  this  se:e;narie) 
assumes  a  small  ine:re;ase;  in  e:ompe;litive;  fe)e)el 
re;ve;nue;s.  we;  e;stimate;  that  .SEAs  will 
e;xpe;rie;ne;e;  a  slight  (0..'1  |K;re:e;nt)  ele;e;re;ase;  in 
se;he)e)l  meal  ])arlie;ipalie)n  (AL  =  —0.2). 

We;  atirihute;  30  pe;re:e;nt  e)f  the;  0.3  pe;re:e;nt 
ediange;  in  the  Innedi  partiedpatieen  lo  stuele;nls 
whe)  a)e;  e;ligihle;  lor  fre;e;  anel  re;elue:e;el-))rie:e; 
me;als.  iinel  the  e)lhe;r  04  ))e;i‘e:e;nt  te;  stuelenis 
whe;  pay  fed  I  ])rie;e;.'’''  haseel  e)n  un])uhlishe;el 
re;sulls  sheewing  that  04  |)(;re;e;nl  e)f 
eannpedilive;  Ibeeel  inirediases  were;  maele;  hy 
sluele;nts  ned  e;ligihle;  fe)r  fre;e;  e)r  re;elue:e;el-])rie:e; 
me;als.''''  Our  analysis  alse;  utiiize;s  the; 
proportions  of  iVee.  re;elue:eel-prie;e;.  anel  paiel 
hmedies  se;rve;el  ])re)jeede;el  hy  IhSDA  lor  the  EY 
2013  Pre;siele;nt’s  nuelgel.  l-'ea'  EY  2011.  the; 
ol)se;rve;el  pro])orlie)ns  were;  .58.  8.  anel  33 

'  Paiel.  r(;eleu:e;ei  |)rie:e;.  anel  tie;;;  N.SI.P  ni(;als  eaedi 
have;  .seeiiu;  h;v(;l  eif  governnionl  siitesielv.  Ilu;re;f()n; 
e;v(;n  limedu;s  that  iiri;  "feill  ))rie:t;"  are;  sul)sieli/.e;el. 
llnpiil)lishe;el  EK.S  analysis  eif  .SNI1A-III  elala. 


|)e;re:e;nl  Ibr  fre;i;.  re;elue:e;el  prie;e;.  anel  p.uel 
me;als. 

Using  oeir  e;sliniali;  eif  ii  0.3  pe;re:i;nl 
ele;e:re;iise;  in  NSEP  parlied]iiiliein.  we;  e;stim:ite; 
i;ffe;eds  ein  sediool  me;id  parlied)iatiou.  .SEA 
ri;ve;nue;s  frenn  re;imhursiihle;  me;id.s.  emel 
l'’e;eli;nd  re;imhnrse;me;nl  eieisls. Ee;ele;i'id 
re;imhurse;me;nls  aie;  ne;e:e;ssarily  leiwe;r  than 
SEA  re;ve;nue;s  Ibr  the;  same;  me;als  sine:e;  the; 
.SEA  i’e;ve;nue;  inedneles  sluele;nl  payme;nls  Ibr 
mi;ids  se;rve;el  at  re;ehie:e;el  eir  full  prie:i;.  Our 
e;stimate;el  re;ehiedion  in  Ee;ele;ral  exists  is  the; 
proelued  eif  the;  estiniiile;el  ele;e:re;;ise;  in  N.SEP 
me;als  ninlliplie;el  hy  |ireije;ediems  eif  the;  value; 
eif  the  re;imhurse;ine;nls  Ibr  free.  re;ehie:e;el  prie:e;. 
anel  jiaiel  me;als.'’'‘ The;  net  impaed  in  sedieieils 
wheise;  e;x]ie;riene:e;s  idign  with  this  e;slimale;  is 
an  eive;rall  sedieied  Ibeiel  re;ve;nue;  ine:re;ase;  eif 
leiughly  0.4  ]ie;re;e;nl. 

.Sexmariei  2:  Eeiwe;r  (iompelilive;  Eeieiel  .Sales 
With  Eully  Offse;tling  hie:re;ase;s  in  Sediool 
Me;al  Parlied]}atiein 

Evieleiiex;  eif  the  eiffeeds  eif  nnlriliein 
stiinelarels  em  re;ve;nue;.s  freim  eximpelitivei 
Ibeiels  iinel  lie;verage;s  Ibr  this  eislimate;  is 
elrawn  from  a  e;ase;  sluely  eif  Texas  sedieieds 
((adieu  anel  Wiilsein.  2009). U.SDA’s 
iinalysis  edThe;Te;xas  ehila  exinedueleel  that 
eiveirall  e:eimpe;litive  Ibeiel  purediiise;s  ele;edine;el 
hy  six  pere:e;nt.  Assuming  eaedi  purediase 
ceinirihntes  reiughly  i;eiidvide;nllv  to  revenueis. 
this  woidel  suggeisl  a  six  peri:e;nl  eleiedine  in 
revenue  from  i:eim|)etitive  feioel  sales.  To 
iieljusl  for  Slides  and  sediool  elislrieds  tliiit 
have;  idre;iiely  aeleiple;el  e:oni|i(;lilivi;  Ibeiel 
sliuieliirels.  we  assume;  llnd  20  iie;re:e;iil  eif  the 
re;ve;nue;  impiied  hits  alreiiely  lie;en  re;alizeel 
iiiilionwiele;.  That  ri;elue:e;s  the  esiiniideel  six 
]iere:enl  eximpelitive;  Iboel  re;ve;nue;  hiss  lei  4.8 
pe;re;e;nl  (ACiE  =  —4.8) 

In  this  seuniiiriei.  we;  nioele;!  the;  e;ffe;eds  eif 
nieiele;riile;ly  high  iie:e:e;]ilinie:e;  eif  e:eimpe;lilive; 
Iboelsthal  iiieiel  prenieisi;el  rule;  slanejarels.  As 
sluele;iils  ri;elue:e;  their  e:eini])(;lilive;  Ibeiel 
exinsumptioii  in  seiaredi  eif  idteriiidiveis,  many 
turn  to  reimhursalde  meals.  After 
inijdemenlatiem  eif  ediiuiges  lei  e:einipe;titive; 
Ibeiel  anel  sedieieil  meal  stanelarels.  manv  eif  the; 
ile;nis  eiffe;re;el  a  la  e:arle;  (the;  large;st 
eximpeiiient  ed  .SEA  e:einipe;tilive;  Ibeiel  side;s) 
will  he;  ielentiead  tei  e:einipone;nt.s  eiflbreel  in 
re;inihursalile;  nie;als.  In  this  .sce;nario.  those 
nieisl  likely  lei  turn  iiwiiy  freini  e;eini]ie;lilive; 
feieiels  are;  edsei  those;  wliei  re;e:e)gnize;  that  ihev 
niiiy  he;  aide  lei  ge;t  the;  same  feieiels  at  leiwer 
prie:e;  in  an  N.SEP  iiieial  (AE  =  2.0).  The;  ned 
ini]iiied  in  sedieieils  wheise;  e;xpe;rie;ne:e;s  align 
with  this  se:e;nariei  is  a  small  de;e;re;ase;  in 
ove;ridl  sedioed  Ibeiel  revenue  eif  reiughiv  —0.03 
pi;re:e;nt. 

It  is  peissihle;  that  sluelents’  eexineiiiiie: 
edre  imisliuieies  will  jilay  a  role  in  their 

■’’■'’Oiir  liiis(;lin(;  iniinli(;r  ed  N.SI.P  nuiids.  like  mir 
tiiiseline  N.SId’  revenue,  liegiiis  with  EN.S  |iregriini 
lirejeediens  |irepiir(;(l  Ibr  the  2013  Presieleiif.s 
liu(lgi;l.  'I'hese  iire  iidjiisteel  tor  the  climiges  in 
lunches  served  iis  ii  result  ef  the  riicentlv  pulilished 
rede  te  iniph;nient  .Seediens  205  iuid  200  td  the 
IIIIEKA.  .See  rule  iiiid  KIA  in  Feeleral  Register.  Veil. 
70.  Nil.  117.  pp.  35301-3531H. 

"■•'EN.S  prejeediens  of  I'eeleral  reimliur.senienis  for 
frei;.  reduced  price,  and  pidd  luiiclu;s  iire  lho.se  used 
to  prepare  the  EY  2013  Presiilenl's  tfuelgel.  iiiljusted 
for  e.hanges  for  .Seedions  205  iind  200  of  IlllEKA. 

■'■•■'I'he  aiiidvsis  ihid  follows  refleeds  the  work  of 
lioth  the  D.SD'a's  ERS  iuid  the  EN.S. 


deidsion  lo  rejiliice  competitive  foods  with 
reimhur.salde  meids.  Once  reimhursalde 
meals  and  competitive  foods  are  suhjeid  lo 
comparahly  healthy  standards,  and  the 
difference  li(;lw(;en  iximpelitive  foods  and  a 
reimhursalde  meal  is  reduced  largely  lo  price, 
increased  participation  in  the  I'einiliursahU; 
nii;als  program  may  he  parliiadarly  attractive 
lo  students  who  (|ualify  for  free  or  reduced- 
price  li(;nefils. 

.Scenario  3:  Eower  (ximpetitive  Eood  .Sales 
With  Partially  Offsetting  Increases  in  .School 
Meal  Participation 

We  illustrated  ahove  what  ixiuld  happen  if 
competitive  food  revenue  falls  hy  4.8  ]iercenl 
(AC;E  =  -4.8)  and  schools  experience  a  fully 
offselling  increase  in  school  lunch 
participation.  It  is  ]iossihle.  however,  that 
fewer  students  will  oiil  for  school  meals, 
jireferring  lo  bring  lunch  from  home  or 
perhaps  iiurchase  foods  from  outside 
vendors.  Eor  Scenario  3  we  maintain  the 
riiduclion  in  iximiielitive  food  revenue  hut 
suggest  a  lower  increase  in  N.SEP 
|iartici])alion.  If  NSEP  particiiialion  iiu:reases 
().3(i  percent  (AE  =  l).3(i),  the  net  impact  in 
schools  whose  experiences  align  with  this 
estimate;  is  a  small  decri;ase  in  ov(;rall  school 
food  r(;v(;nue  of  idughly  —9.7  percent. 

(b  Impacts  on  Parlicipatin<’  (Iliildivn  and 
Families 

Peyond  r(;v(;nu(;  imiiacls  to  .SEAs  and  olhi;r 
school  grou|is.  changes  in  food  purchasing 
idioices  c,aus(;d  hy  the  pr(ipos(;d  ruh;  will  also 
havi;  an  i;c.onomic  i;ff(;cl  on  chililren  and 
lh(;ir  famili(;s.  The;  projected  d(;cr(;ase.s  in 
competitive  food  revi;nu(;s  r(;pres(;nl 
|•l;duclions  in  sp(;nding  hy  school  childr(;n 
and  their  famili(;s  on  school-iirovided 
compelilivi;  foods.  Wi;  do  not  havi;  suffici(;nl 
informalion  lo  (;slinial(;  incri;ases  or 
d(;e;r(;ases  in  overall  sp(;nding  hv  students 
who  find  alli;rnalives  lo  school-|irovid(;d 
comiielitive  foods.  Some  students  will  s|)end 
h;ss  ov(;rall  hv  replacing  comjielitive  foods 
consum|)tion  with  fr(;e  or  ri;duced  price 
school  m(;als.  A  d(;cr(;ase  in  com|)elitiv(;  food 
sales  may  also  incr(;as(;  foods  brought  from 
honu;  and/or  foods  purchased  outside  of 
schools.  Tliese  imjily  revenue  iiu;r(;ases  for 
food  induslri(;s  that  sell  foods  brought  from 
honu;  and  puridiased  outside  tlu;  school 
setting. 

The  ruh;  will  not  im|)act  all  slud(;nts  in  llu; 
same  way.  Eor  example,  price  and 
availability  of  compi;litive  foods  may  difler 
hy  region  of  the  country,  constraining  choices 
for  sonu;  hut  not  all  slud(;nls.  Eor  some 
slud(;nls.  choices  will  hi;  limil(;d  hy  lh(;ir 
incomes.  Eor  other  students,  alternatives  lo 
compi;liliv(;  foods  will  hi;  limited  hv  school 
policy:  students  at  schools  with  closed 
cam])nses  will  have  fewer  options,  hut  may 
henefil  hv  choosing  healthier  foods  as  a 
result. 

n.  Adminisindivc  (lasts 

Under  the  ])ro])osed  rnle.  local  educational 
agentaes  (I.EAs)  and  .SEAs  will  he  reiiuired  to 
maintain  records  such  as  I'eceipts.  nutrition 
labels,  and/or  product  s|)ecifications  for  food 
items  that  will  he  available  to  students  on  the 
school  campus  during  the  school  day.  The 
puri3ose  of  this  documentation  is  lo  ensure 
that  those  foods  comply  with  the  com|)etitivo 
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food  standards.  Thus,  ihoro  will  lx; 
nicordkoopiiifi  costs  associattul  with  tho 
|)ro|)os(xl  rido  and  those  costs  will  occur  at 
tlu!  State  a}>ency  hwel.  tin;  .Sl’.A  and  LhA 
level,  and  at  the  school  hnel.  The  estiinatiul 
additional  annual  hurdini  for  recordke(;))in» 


under  tin;  proposixl  rule:  is  t)2ti.‘i:tr)  hours. 
di\'id(!d  among  the  State;  agencies  (1,040 
hours).  LhAs  and  .Sf’As  (41 7.1  (it)  hours),  and 
schoeds  (.^oa.ya.T)  hours.  Oiir  estimate  nst;s 
data  from  tin;  Ihinean  of  Labor  .Statistics  on 
wa<>(;s  and  salaries  for  .State  and  local 


gov(;rnment  employ(;es  ami  assnnu;s  no 
growth  in  burden  hours  over  lime.  \Vag(;s  an; 
inflated  using  (;slimali;s  from  the  2013 
l’r(;sid(;nl's  lUidget.'*''  Note;  that  th(;r(;  an;  no 
new  neporling  r(;(pur(;m(;nls  in  the;  propos(;d 
rnh;. 


Table  3— Estimate  of  Administrative  Costs  for  Recordkeeping  for  Proposed  Rule 


Recordkeeping 


State  Agencies . 

S0.03 

$0.03 

$0.03 

$0.03 

$0.03 

SFAs  and  LEAs  . 

10.8 

11.1 

11.5 

11,9 

12.2 

Schools  . 

13.1 

13.5 

14.0 

14.5 

14.9 

Total  . 

23.9 

_ 1 

24.7 

25.5 

26.3 

27.2 

It  is  also  possible  that  sonu;  schools  and 
LLAs  may  have;  additional  costs  dm;  to  tlu; 
pro|)os(;d  rub;.  For  (;xample.  some  schools 
may  recpiirc;  new  (;{juipm(;nl  such  as  vending 
machines  to  accommodate;  new  ])re)elucls  ami 
piickiige  size;s.  Aelelitieinally,  selieeeels  aml/eer 
l.liAs  may  luive;  e:e)ntnie:ts  with  ve;mle)rs  that 
will  re;(]nire;  meulificeilieen  whie.h  ceudd  result 
in  seeme;  eielelitieunil  laheer  e:e)sl.  The)se  e:e)sls  are; 
m)t  e;sliimile;el  he;re  l)e;e;ause;  we;  lae:k  sidficie;nt 
infeermiilieen  em  he)w  memy  se:he)e)ls  eer  LFAs 
e:e)ulel  he;  affe;e:le;el  ami  heew  the)se;  e:e)sls  nnghi 
he;  eli.slrihule;el  eimeuig  ;iffe;e:le;el  leieialieens. 

/c  Industry  Llfurls 

Allheeugh  lhe;\  iire;  ne)l  elire;e;tly  re;gidate;el  by 
the;  |)re)])e)se;el  nde;.  feeeeel  manufae:ture;rs  ami 
elislrihuteers  will  fae:e;  e:hiuige;s  in  ele;manel  by 
se:he)e)ls  ;mel  .SFAs  in  re;spe)nse;  le;  the;  rule;. 

Manulae:ture;rs  will  lae:e;  re;elue:e;el  sc:he)e)l 
ele;mimel  leer  seeine;  pre)elue;ls  iinel  iue:re;ase;el 
ele;mimel  ferr  eithers.  Seam;  feeeul  m;inufae:ture;rs 
ma\’  ne)l  have  e;xisting  |)re)elucl  line;s  lluil  me;e;l 
the;  |)re)pe)se;el  nde;’s  re;eiuire;me;nts  iuul  may 
lerse;  marke;t  share;  le)  e)ther  manidae:lure;rs. 

The;  impact  eef  lighte;uing  the;  nulrilieuud 
sliimlarels  for  feueel  ami  he;\'e;rage;s  solel  at 
|)iihlic  se:he)e)ls  in  the;  llnile;el  Stale;.s  e)n  fererel 
ve;nelt)rs  is  diffieailt  te;  kne)w  ex-ante.  It  is 
likely  that  the;  e;lasticity  eef  ele;mimd  for  feeeeel 
at  sclueeils  is  epiite;  sle;e;]).  implying  that  ahse;nt 
aviiilahle;  allernative;s.  meest  ce)nsumptie)n 
he;havie)r  will  change  aggre;gate;  sale;s  by  a 
small  ameeunt. 

IL.S.  .SFAs  that  partienirate  in  the;  N.SLF 
])nre:hase;el  reeugldy  S8..t  hilliejii  in  foeed  in  SY 
200t)-2010.  inedueling  the;  veilue;  e)f  II.SDA 
feeeeels."*’' That  repr(;se;nls  ejidy  ;d)e)ul  1.3 
pe;re;enl  eef  the;  .S()44  hillieen  weerlh  e)f 
shipme;nts  freem  II. .S.  feeeeel  manufae:ture;rs  in 
2010.'’"  FN.S  e;slimate;s  that  .SFA  re;ve;nm;  freem 
ce)mpe;lilive;  feeeeel  e;e|Uids  iiheent  2t)  pe;re;e;nt  eef 
eive;r<dl  .SF/\  re;ve;nue;  (se;e;  Table;  1).  If  we 
assume;  that  the  nitio  eef  feeeeel  e:ost  le;  re;ve;nue; 
is  e:e)nsisle;nt  he;lwe;e;n  e:e)mpe;lilive  foeuls  ami 
e)the;r  si:he)e)l  leeeeels,  Iheai  .SFA  i)ure:hase;s  e)f 

'•“We;  else;  wagejs  anel  salarii;s  for  aeliiiiiiistrative; 
eaiipleiyiiieent  ill  the;  state;  .iiiei  le>i:al  geiveriinuent 
se;e;li)r  Ireim  the;  liiireeaii  eif  Lalieir  .Slatislii;s' 
■■Kin|)liivi;r  (ieisl  fur  Fiiipleivea;  (iDiiipcensatiein'' 
elataliase;  ihltp://i\  mr.hls.g()v/d(ilii/h<inw.hlm).  Feir 
FY  201 1.  wiigees  eiiui  salarie;s  leir  these;  peisiliiins 
averaged  S23..52  peer  luiiir.  We;  inflate  tlie;se  threiiigh 
FY  2010  with  preije;e;te;el  greiwtli  in  the;  Slate;  anel 
D)e:iil  Fxpenelitiin;  Inelex  pre;pari;el  hv  OMH  fi)r  use; 
in  tlu;  FY  201.3  l’n;siilenfs  11uilge;t. 


coni|u;titive;  feieuls  le)liile;tl  iihenil  .SI. 7  billion 
in  .SY  2t)0!)-201().  That  rt;pre;st;nls  only  iihenil 
0.3  i)e;re:e;nl  eif  the;  .$044  billion  weirlh  eif 
shipments  from  11. .S.  feieul  manufae:lurt;rs  in 
2010. 

At:t:e)rtling  lei  the;  2007  Fiexmennic  Ct;nsus. 
ahenit  23.4  pe;rc.e;ul  eif  feuiel  iminnfaeduring 
sale;s  are;  by  firms  with  100  eir  fe;we;r 
e;mploye;es.'’'  If  we  assume;  that  com|)e;tilive; 
feuiel  sale;s  eire;  elislriliule;el  tei  firms  in 
]iro])eirtiein  to  lhe;ir  share;  eif  eiveirall  sides,  we; 
e;iin  e;slimiile;  that  in  2010  figure;s.  alieiul  .$400 
milliein  eif  ceim|u;lilive;  feieul  s.ileis  is  i:arrie;el 
eiul  by  lhe;se;  simdl  husine;sse;s,  eiul  eif  ei\e;r 
Sl.aO  liilliein  in  leitid  side;s  by  the;se;  firms. 

Im|de;me;nling  nulriliein  sliimhirels  feir 
e:eim|u;tilive;  feieuls  will  reisult  in  ii  meire; 
nulrilieius.  and  peileadiiilly  meire;  ex]ie;nsive;. 
mix  eif  feieuls  eiffe;re;el.  If  we;  assume;  Ihiii  the; 
e'.eist  eif  lhe;se;  feieuls  is.  ein  iiveinige;.  se;ven 
|u;re;e;nl  highe;r  unele;r  the;  new  sliimliirels — 
eaimpaiiilde;  lei  the;  e;stimiite;d  exist  incre;ase;  feir 
se;heied  me;ids  uuele;r  upelaleiel  nulriliein 
sliimlarels — and  Ihiit  this  increase;  will  re;eluci; 
elemaiul  feir  these  feieuls  eieimparidilv  lei  seiheied 
meals.''-  we;  weiulel  e;x]u;e;t  lei  se;e;  ii  Iwei 
perc.eait  re;elut;lion  in  eiverall  .siileis  of 
compe;litive  feieuls — alieiut  .$34  milliein  eif  the; 
.$1.7  billion  in  side;s  e;stimale;el  feir  SY  2009- 
2010.  with  alieiul  $8  milliein  eif  these;  leisse;s 
e;x|)e;rie;ne:t;d  by  small  business. 

U'hile;  data  is  neil  availalde;  lei  estimate  the 
piissilde;  elislriliutieiiiid  eiffects  ae:reiss  the;  feuiel 
imluslry  eive;rall.  re;.seare:h  indieiales  that  seime; 
eif  the;  marke;tplat;i;  e.hanges  that  weiulel  he; 
re;(|uiri;il  uneler  the;  preipeise;el  staneliirels  are- 
idre;iiely  tiiking  plaix;.  \Ve;.se;eitl  t;l  id.  (2012).  feir 
example;,  feiund  ihiil  lu;twe;e;n  2004  iinel  2009 
the  luiverage;  imiustry  reeluceul  the;  nundie;r  eif 
liiileiries  shi]ipe;el  lei  sedieieds  by  90  jierexait. 
with  ii  leitid  X'ednnie;  rediiiMiein  in  full-caleirie 
seift  drinks  ed  eiveir  9.3  pe;re:enl.  Therefeire;,  ill 
least  with  respeed  leitheise  preiehieds.  many  eif 
the  chiinge;s  reepiireiel  by  the;  |ireipose;el  rule; 
liiive  idre;iiely  liike;n  |diice;  unele;r  e;xisling  se;lf- 
re;guliitiein  iinel  .Stale;  anel  leu:id  staneliirels, 

'■“tl.SDA  .Selieieil  1'’ii(kI  I’liriliiise;  .Stuelv  111.  2012. 
liiin;iiii  eif  Fe:iiniiiiiii:  Analvsis.  (Ireiss  I  leinieslii: 
l'riieliie:t  liv  Inelusti  v.  elatii  liir  NAIC.S  31 1  anel  312. 
e;\e:liieliiig  aiiiniiil  feieuls.  teiliae:i:ei  iinel  alexilieilie: 
lii;ve;riige;s  [hllpd/lHsi.fiov/indiisIn  /xIs/ 

CDI’In  lncI  SHU’  NAICS  U>!m-2()1 1  .xls] 

'•'  Itnnean  eif  the;  (leaisns.  2f)07  luxiiuiiiiie:  (lensns 
{hlli)://\n\w.r(‘nsus.ff)v/t;c()n/ccnsiis(l7]/. 


re;elucing  the;  net  im]iiie:t  of  Feuleiral  stanelarels 
re;liitive;  lei  eairread  eximlilieins. 

Leiixil  veauling  maediim;  eipeiraleirs  may  alsei 
fiu;e  seime;  ediiinges  tei  Iheir  current  liusine;ss 
meiele;!.  Allheiiigh  the;  e;ffe;e:l  eif  the;  |ireipeise;el 
rule;  ein  imlivieliial  eipe;riiteirs  will  vary, 
ii\  iiiliilde;  imluslry  ami  siduied  elatii  suggi;sl 
thill  the  effee:l  on  this  imiustry  group  iis  ii 
whole  will  lie  sniiill.  Veneling  miii:him;  sales 
niiiile  up  a  small  perexintage  idTotal 
e:eimpelilive  feiiiil  reveuue  in  .SY  2004-200.3. 
We  esiiniale;  ihiil  a  la  e;iirle;  sales  aixxnmleel 
for  93  ]u;re:enl  of  leitid  eximpetilive  fiieiel 
reivenue.  The  reanaining  se;ve;n  jierexail  is 
geaiei'iiled  by  a  Viirieily  of  idleriiiite  seiuri:e;s. 
Allhough  vending  miiidiines  iire;  the  most 
ixinunein  of  these  iillerniite  soure:i;s  ed 
i:ompi;litive  fooel  re;venue  (lhe;y  were  feimiel 
in  .32  iie;re:e;nl  ofsediools  in  .SY  2004-200.3 
(Ciirelon.  el  id..  2007,  veil.  1.  jip.  90-100)) 
they  are  mil  the  only  iillerniite  seiure;i;.  Aliout 
2(i  percent  of  sediiiids  iiffereel  e:eim)ietilive; 
fooel  in  se:heud  sleireis,  sniie:k  liiirs.  feuiel  exerts, 
anel  oe'.ciisieinal  lumlraisers  (Ceirelein.  e;l  al.. 
2007.  veil.  1.  p.  101). 

Veneling  iinel  manuiil  feieul  service  eijuaxilors 
sea  veel  19.000  |irimiiry  ami  se;e;eindary  scluuds 
in  2008.  whie:h  was  elown  alieiul  14  perexait 
freim  2000  (VemlingTimes.exim,  ]i.  3)."' 
Primary  ami  seceinelary  sedieuds  ace:eiuute;el  feir 
just  2.2  percent  (.$1  hilliein  out  eif  .$4.3.0 
liillion)  eif  total  x  eneling  machine  saleis  in 
2008  (Ve;mlingTime;s.ceim.  p.  3). 

The;se  data  suggeisl  that  the  im]iae;t  eif  the; 
prei)uise;el  rule  ein  the  veneling  machine; 
imluslry  as  a  whede;  will  he  limited.  )u.sl  a 
sniiill  share;  of  ve;neling  imiustry  revenue  is 
ge;ne;rate;el  in  primarv  anel  se;e:einelarv  sedieuds. 
And,  im]uirtiuitlv.  seime;  eif  that  re;venue;  is 
ge;neriile;el  from  sides  eif  foeuls  Ihiil  are  alreiiely 
i:eim|diiuil  with  the  prii]uiseil  rule  stamlarels. 
suedi  iis  100  percent  juice;  ami  luitlle;d  wiile;r. 
()lhe;r  ]ireielucls  feiunel  in  sedieied  ve;mling 
miiediine;s  in  SY  2004-200,3  we;re;  iilsei  likely 

'■-.Si;e-  (di;iiseiii.  "I’.ii'tiedpiiliein  in  the;  Niitieiiuil 
.Sduieil  l.uiiedi  I’reigniiii  iiiiel  the;  .Seduieil  ISreuikfiisI 
I’reigi'iim,"  Am  /  (,7;/i  .Vii/r  01:  213.S-22().S. 

'•'Tliis  Hgiire;  is  iiiue;h  sniiillea'  lliiin  the;  52  pi;ri:e;nl 
111  se;lieieils  ligiire;  iiiiiii  .SNIIA-lll.  Tin;  \  i;iiiliiig 
iniliislrv  elatii  was  giilliori;il  tliriiiigli  a  siirve;v  eil 
veending  iiiai:liiiu;  iipi;ratiirs.  pnividers  iif  e.eiiii- 
iiiu;rali;el  i;nti;rlaimiii;iil  si;rvie:e;s.  i:tiffi;i;-liri;ak 
si;rvii;i;  preivielers.  anel  relateul  iiiilustry  suligrmips. 
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('.()in|)liant  or  noar-conipliant  witli  llu; 
proposiid  riilo.'’’ 

Holli  iiuliistrv  and  (tonsils  niiniati  data 
indicalo  that  most  vonding  inacliiiu! 
oixiialions  arc;  small  hiisiiuissns.  Tlu;  majority 
ol  vonding  machiiu;  oporalors  that  o|)(!rat(Mi 
tor  tlu!  ontirc!  yoar  in  2007  (7()  ixirctmt) 
(!mi)loy(!d  Idwor  than  t(!n  individuals 
according  to  tin;  IL.S.  Economic  (iimsiis.'’'’ 
About  37  percent  ol Ojierators  generated  less 
than  .$2.')0,000  in  rec<;ii)ts.  although  those 
opiM'ators  accounted  for  hiss  than  threi; 
j)(!rc(!nt  ol  total  revenue  Irom  this  industry 
group. .Some  small  vendors  may  he 
challengml  by  the  changes  contaimul  in  the 
l)roposed  rule.  Whether  small  or  large,  many 
v(mding  machine  operators  will  muni  to 
modily  tludr  product  liiuis  to  meet  the 
re(|inr(!ments  ol  the  rnh;. 

Limited  data  Irom  Cialildrnia  suggests  that 
the  transition  to  luialthicu'  competitive  foods 
can  he  managtid.  that  luudthier  foods  can  he 
market(!d  succ(!ssfully  in  schools,  and  that 
com])etitive  food  sales  outside  of  the  a  la 
carle  line  luied  not  decline.  In  tin;  first  year 
healthier  comjietitive  food  policies  uiuUir 
(California  Senate  IMII  1?)  (2001).  sevtm  often 
])ilol  sites  that  were;  ahh;  to  r(!])orl  siu:h  data 
saw  ])(!r  ca])ila  decreases  in  non-foodservicx; 
competitive  food  sahis  {(Center  for  WcughI  and 
Health.  IKC  Iferkehyv.  200.3.  |).  12).  Ilowevcjr. 
V(!nding  machine;  and/or  school  store  r(;\'enii(; 
inc:reased  in  two  other  sit(;s  (both  high 
schools)  which  l(;d  r(;s(;archers  to  conclude 
that  ".SH  19  compliant  foods  and  hev(;rages 
can  he;  marke;le;el  sue;e;e;ssfidlv  ;it  the;  high 
se:he)e)l  le;ve;r'  ((Ce;nle;r  fe)r  \Ve;ighl  anel  lleedlh. 
l)(C  8i;rke;le;y.  200.3.  ]>.  12). 

/’.  DisIrihiilioiKtl  liffacls 
1.  K(;ve;mu;s  anel  (Craele;  Le;ve;l 

(Ce)mp(;lilive;  fe)e)el  pnreliases  iinel  re;ve;nue;s 
are;  ne)l  e;e|iiidlv  elistrihule;el  cie:ross  se:he)ols. 
Elementary  se;he)e)ls  elerive;  nuie:h  less  re;ve;mie; 
fre)m  e:e)m])e;tilive;  Idejels  than  eh)  se;e:e)nelarv 
se:he)e)ls.  They  are;  lypie;ally  smalle;r.  niiieli 
le;ss  likely  to  have;  veneling  maediines.  anel 
usually  serve;  a  smaller  assen  tment  e)f  a  la 
e:arte;  items.  Ae:e:oreling  te)  .SNDA-IIl.  high 
se:hoe)ls  eehlain  ahne)st  lhre;e;  times  as  mue;h 
re;venue;  from  exaupetitive  foeeels  as  eh) 


'’•Thn  .SNDA-lll  data  elo  not  allow  iis  to  ielonlifv 
wl)ie:h  other  proelucis  in  .se:l)ool  x  ending  neaeliines 
are  (:on)|)liant  witli  the  |)ie)posed  iiile  stanelaiels. 

Nor  eloes  tiee  data  allow  us  to  esiiniale  revenue  lieun 
vending  niaeihint;  .sales  of  t:on]pliant  produels. 
Neveitheless.  the  list  of  fooels  fe)und  in  .sc:l)ool 
veneling  inaeliines  inedueles  snve;i'cil  e:att;gories  of 
produels,  in  aehlilie)n  te)  Wiileu' eenet  l()l)  pe;]'e:e;nl 
juie:e;.  that  are;  likely  e:oinpliant  with  the  pre)pe)se;el 
rule;,  ea-  incduele  speeclfie:  |)re)eluels  that  eue; 
e:e)nipliant.  These;  ineluele;  milk,  eether  leewfat  elairv 
preeeluels.  e:e;ilain  le)w  e;ale)rie  heeveieiges.  sniit:ks  sue:!) 
i>s  pielzels  iinel  re!elue:e;el-fat  e:hips.  iinel  eivem  fruits 
anel  ve;getiil)le;.s.  .See  (ieirelem.  et  ill..  21)1)7,  pj).  104- 
105. 

'■'■Diitii  for  NAKC.S  lioele  454210.  "veniling 
machine  operators."  U..S.  (iensiis  llureau.  http:// 
\\\\\v.ctmsiis.f’nv/o(:(m/it\duslix/ci:()7/(t4ri42l0.httu 
(iie:i:i;ssed  11/13/2011). 

Ihiel.  Note  that  these  statistii;s  are  for  all 
veniling  mai:hine  operators  in  NAKC.S  e:otli; 

4545210.  not  just  those  that  serve  the  school 
market.  We  elo  not  know  whether  the;  i:one:ei)triition 
of  small  vending  miie:hini;  e)])eralors  that  serve  the 
.siliool  market  eliffiirs  from  the  e:one:entriition  of 
small  operators  in  the;  inelustrv  as  a  whole. 


e;h;mi;nliiry  sedumls;  lht;ri;fe)ri;,  e:h£mge;s  in 
e:i)m])i;titivi;  fe)e)il  stiinehirels  will  hiive;  a 
gri;uti;r  imiiael  at  the;  mielelh;-  anel  high-se;he)e)l 
h;vi;ls  than  lhe;y  will  in  e;h;me;nlary  seiheieils. 

2.  Lt)w-lne:i)me;  .Sluth;nts 

l)iffe;re;ne:e;s  in  e:e)mpt;lilive;  feieul  re;ve;nne;s 
by  fri;e;  iinel  ii;elue:e;el-prie:i;  me;al  piirlieipiiliem, 
erne;  inelieiileu'  eif  wh(;lhe;r  sediemls  st;rve; 
primarily  h)we;r-ine:e)me;  sloeh;nls.  iire;  e;ve;n 
meire;  elnuniitie:.  Ae;e:i)reling  te)  .SNIOA-III. 
se:he)i)ls  serving  at  hiiisl  e)ne;-lhirel  i)fllu;ir 
me;als  ill  full  priea;  te)  highe;r  ineinue;  sinelents 
eihtiiin  mure;  than  se;ve;n  linu;s  as  nutedi 
|■l;ve;mu;  fremi  eamipiililive;  feieiel  siih;s  its 
seduMils  serving  ii  largt;r  pereumtage;  i)f  free 
anel  ri;elue:eel-i)rie;e;  (anel  he;ne:e;  h)we;r-ine;e)me;) 
sinelents. I  Ie)weve;r  as  ni)le;el  previenislv. 
i’e;ve;niii;s  nuiy  elreip  mi)re;  in  terms  i)f 
liercenliiges  at  h)we;r-ine;e)nu;  sediools  if  low- 
incemie;  stuelenis  are;  meire;  |)rie:e;-se;nsitive; 
than  high-ine:e)me;  stueh;nls.'’“  This  eliffe;re;ne;e; 
is  mirreireel  in  the;  l)i;havie)r  eif  lew  inetome; 
sinelents.  Aheuil  twei-lhirels  (04  pi;re:e;nl)  eif 
eaimjietitive;  foeiels  anel  beverages  are;  se;h;e:ti;el 
by  sinelents  whei  are;  neit  re;ea;iving  free  eir 
re;elnea;el  jjriea;  me;als. 

(liven  these;  pnrediasing  palte;rns.  ri;ve;nne; 
hisses  wonhl  he  snhslimtiid  if  sinelents  whei 
lirevinnsly  hnnghi  ea)m])e;lilive;  fooels  anel 
he;veriige;s  neit  alhiweel  nneler  the;  Ee;eh;ral 
slanelarels  simply  sleippeiel  hnying  any  feioels. 
The;  re;vt;nne;  h)sse;s  wonhl  he;  ea)nea;nlriile;d  in 
se;ea)neliirv  sedioeils  iinel  sedioeils  se;rving  highe;r 
pieiiiortiems  eif  non-pe)e)r  slnth;nts,  i.e;., 
slnde;nls  not  eiligihh;  for  fia;i;  or  reelnea;el-priea; 
me;iils.  I  h)we;ve;r,  eaise  slnelie;s  hiisi;el  em 
(;xpe;rienea;  with  i;slahlishe;el  .Slide;-  eir  elislrie:t- 
h;ve;l  nnirition  stiinehirels  inilieiale;  Ihiil  nianv 
sinehmts  will  snhstiinte  olhe;r  eaimpelilive 
feioel  iinel  he;ve;riig(;  ])nre:hiise;s.  eir  swiledi  to 
imreihasing  IISHA  seihoeil  me;als.  This  wemlel 
like;ly  ri;snll  in  rt;elne:ing  ia;ve;nne;  h)sse;s 
snhsliinliiilly.  In  pre;eh)minimlly  low  ineaime 
se;hoe)ls,  stnilents  may  he;  even  meire;  inedineel 
to  turn  tei  reimhnrsiihh;  me;als  if  mil  salisfieel 
with  ea)m|)e;litive;  fooel  eijitieins.  Eeir  Iheise; 
sinelents.  ii  fre;e;  eir  re;elnea;el  jiriea;  me;al  may 
lieieaime  the  meisl  alli'aedive;  e)])lion. 

Einally,  there;  is  some;  sngge;slie)n  that 
iie.ea;ss  tei  he;iilthy  feioels  in  sedieieils  varieis  by 
the;  seie:ie)-e;ea)ne)mic  staneling  eif  the;  setheieil 
anel  its  neighhorheieiel  {’I’ipler.  2010). 

Im|)re)ve;el  nntritiem  stanelarels  for  ea)mpe;titive 
fooels  eanilel  h;sse;n  the;  nntritiem  giiji  iimeing 
sedieiols. 

G.  Bciipfils 

The;  ])re)pe)si;el  rule  is  inle;neh;el  tei  hel]) 
e;nsnr(;  that  all  feieiels  seihl  at  sedieieil — wh(;ther 
))re)vieh;el  as  jiiirl  eif  a  sedieieil  meal  or  seihl  in 
ea)m])e;titie)n  with  sne;h  meiils — iire  aligneel 
with  the  liile;sl  anel  best  elieliirv 
reieaimmemelaliems.  They  will  weirk  in  eamea;rt 
with  reeami  impiaivemeints  in  sediool  meals  to 
sn|)])ort  iinel  iireimeite;  elieils  that  eaintrihnte  lei 
stnelents’  long-term  he;allh  anel  we;ll-he;ing. 
Anel  they  will  snppeirl  effeirls  eif  piirenls  tei 
jiiaimeite  he;allhy  e;hoiea;s  feir  e:hihha;n,  at 
heime;  iinel  at  seduieil. 

A  growing  hoely  eif  e;vieh;nea;  te;lls  ns  lliiit 
giving  sedieiol  ediihlren  heiallhfnl  feioel  eiplieins 
will  hel])  them  make  heiiilthier  e:hoiea;s  ehiring 
the;  sedieieil  elay.  In  2012.  the;  Few  Ih;iillh 


linpulilished  ER.S  aiiiilvsis  of  .SNIIA-III  elata. 
'■"Wooelwiird-laipe/..  et  id.,  2011). 


(Croup  anel  the;  Re)he;rt  Wooil  leihnsem 
Eeinnelatiem  ea)nelne:le;el  an  e;xte;nsive;  lh;iillh 
lm])iie.t  Assessment  lei  (;viilniile;  iieilential 
he;ne;fils  that  eanilel  result  freim  iiiitiemal 
stanelarels  feir  eaim])e;tilive;  feieiels  seihl  in 
sediools  einring  the;  seduieil  elav.  Thev 
eamedndeiel  that; 

•  A  nalieiiiiil  eaimpeilitive;  feieiels  |)e)lie:v 
wonhl  ine;re;iise;  slneh;nt  eixjiosnre;  tei  he;tillhie;r 
fooels  anel  elee.reiise;  e;x|)e)snre  tei  h;ss  heialthy 
fooels;  iinel 

•  lne;re;ase;el  aeaaiss  lei  a  mix  eif  he;iillhie;r 
fooel  eiplions  is  likeily  lei  ediange  the;  mix  of 
foeiels  that  sinehmis  jinreihase  anil  eainsnme  id 
sediool,  for  the  heiller. 

These;  kinels  of  e:himge;s  in  fooel  e;x])e)snre; 
anel  eainsnmidiem  at  siduiol  are  important 
inflne;nea;s  on  the;  ovenill  ejiiiility  of  e:hilelre;n's 
iliets.  While  mdrition  stanelarels  for  fooels 
■sohl  at  sethool  inav  not  on  their  own  he;  a 
eh;te;rmining  faedor  in  ediihlren's  overall  elie;ts. 
lhe;y  are;  a  e:ritie:i)l  slride;gy  to  provieh;  e:hilelri;n 
with  healthy  fooel  ojitions  thronghont  the; 
entire;  se;heie)l  elav.  e;ffe;e:tive;lv  holeling 
ea)m])etitive;  fooels  to  the;  siime  stiinelarils  as 
the;  ri;st  of  the;  fooels  sole!  at  sediool  einring  the; 
sediool  elav.  This,  in  turn  heljis  to  ensure;  that 
the;  school  nntrition  i;nvire)nme;nt  eh)i;s  all 
thid  it  e:ini  to  ])rome)te;  he;iilthv  e:he)ie;e;s.  and 
he;l|)  to  prevent  elie;t-re;lede;el  hi;iilth  prohlems. 
Ane:illiiry  hi;ne;fits  eionhl  elerive;  from  the;  fact 
thid  im|)re)ving  the  ludritional  valiie;  of 
e;e)ni])(;titive;  fooels  iiiiiy  ri;infe)re:e;  sediool- 
liiiseel  mdrition  e;ihii:idiein  iinel  iiromotion 
e;fforts  anel  contrihnie  signifie:iintly  to  the; 
e)vi;rall  (;ffe;e:tive;ne;ss  of  the;  sidiool  nntrition 
(;nvironme;nt  in  iironioting  healthfnl  fooel  iinel 
jihysieuil  iiedivity  e;he)ie:(;s. 

The;  link  h(;tw(;e;n  poor  elie;ts  anel  he;iilth 
prohh;ms  such  as  ediilelhooel  e)hi;sitv  an;  a 
matte;!'  of  i)iirtie:nliir  |)olie:y  exiiu'.erii  given 
their  signifiexmt  soe:iiil  anel  e;conomie:  e;e)sls. 
(Ohesity  has  he;e:onie;  a  imijor  ])nhlie;  health 
e:e)ni:e;rn  in  the  IJ..S..  siiconel  only  to  i)hysie:iil 
aedivity  among  the;  top  10  leaeling  he;iilth 
ineliexdors  in  the;  lJnite;el  .Stide;s  lli;iilthv 
I’e;e)j)h;  2020  goals.'’’*  Aex'.oreling  to  elata  from 
the;  National  Health  anel  Nutrition 
Examination  Snrv(;y  2007-2008.  34  pere;e;nt 
of  the;  IJ..S.  aelnlt  ])e)]uilidion  is  eihe;se;  anel  an 
ailelitional  34  pe;re:enl  an;  ove;rwe;ight  (Ogelen 
anel  (Carroll.  2010). 

The;  trenel  towarils  oliesity  is  also  e;vieli;nl 
among  e;hileln;n:  33  pi;re:e;nl  of  U..S.  i:hililre;n 
iinel  aeloleseamts  are  now  e;onsiile!re;eI 
overweight  or  obese  (Beyeloun  anel  Wang. 
2011).  with  eairrent  ediilelhooel  obesity  rateis 
four  times  higher  in  ediililren  ages  0  to  11 
them  they  were;  in  the;  eeirly  lOtiOs  (19  vs.  4 
j)i;re:(;nt),  iinel  three;  times  highe;r  (17  vs.  5 
])i;ri:e;nt)  for  iiele)li;sce;nts  iigi;s  12  to  19  (lOM, 
2007h.  ]).  24).  The;si;  ine;re;iise;s  an;  shan;el 
iie:ross  iill  soedo-eeamomie;  e:la.sse;s,  regions  of 
the;  cainntrv,  iinel  have;  afleideel  all  major 
I'iiedal  anil  ethnie:  grenijis  (Olshansky,  e;t  id., 
2003). 

l'Cxe:e;ss  hoely  weight  hiis  long  lie;e;n 
ele;monstrid(;el  to  have  he;iilth.  social. 
j)sve:hologie:iil,  iinel  eeainomie:  eainseejiieniuis 
for  affeedeel  aelnlts  ((Cnthrie.  Newman,  and 
Ralston.  2009;  Wang,  et  al..  2008).  Ree:e;nl 
re;se;ari:h  has  also  ele;me)nslrate;el  that  e;xe;e;ss 
hoelv  weight  has  negative  im])ae;ts  for  obese 


"Fooel  Liilieling:  (C.ilorie  l.nlieling  of  Arliedes  of 
Fooel  in  Veneling  Machines."  NORM.  2011. 
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and  ovtirwoiglit  ciiildron.  Ko.soarc:li  focusod 
spiHaficially  on  tho  (dTcicIs  (d Olx^sitv  in 
ciiildron  indicatos  that  ohoso  childron  tool 
tliity  aro  loss  ca|)al)lo.  both  socially  and 
atliloticallv.  loss  attractivo.  and  loss 
wortluvhilo  than  tluiir  non-ohoso 
countiM-parts  (Ria/.i.  ot  al..  2010). 

I'lirthor.  thoro  aro  diroct  oconoinic  costs 
duo  to  childhood  ohosity;  .S2:i7.()  inillion  (in 
200.y  d(dlars)  in  in|)ationt  costs  (Trasando.  ot 
al..  2000)  ""  and  annual  iiroscrijition  dru^. 
oinor}>oni:v  room,  and  oiitpationt  costs  of 
.S14.1  billion  ((iawloy.  2004). 

(ihildhood  ohosity  has  also  Ixum  linkod  to 
cardiovascular  distxiso  in  childron  as  woll  as 
in  adults,  l-'rooman.  Diotz.  .Srinivasan.  and 
Horonson  (1009)  Ibund  that  “coinparod  with 
othor  childron.  ovorwidf^ht  childron  woro  9.7 
linios  as  likoly  to  havo  2  h;ardiovascularl  risk 
facdors  and  43. .t  tinuis  as  likolv  to  havo  3  risk 
factors"  (p.  117*1)  and  concludod  that 
"IhliHuiuso  o\  orwoi”ht  is  associattxl  with 
various  risk  factors  ovon  ainou”  young 
childnm.  it  is  jiossihlo  that  tho  succossful 
jirovontion  and  troatmont  of  ohosity  in 
childhood  c.ould  riuluco  tho  adult  incidonco 
of  cardiovascular  disisasi!"  (p.  1 17.^). 

It  is  known  that  ovorwiught  childron  havo 
a  70  |)orcont  chanco  of  htdng  ohosi;  or 
ovorwoight  as  adults,  llowovor.  tho  actual 
c:ausos  of  ohosity  hav(>  provon  (dusivo  (A.Sl’R. 
no  dat(!).  Whilo  tho  rolationshij)  hiitwoon 
ohi^sity  and  poor  diotary  t:hoicos  cannot  ho 
oxplainod  hv  anv  oni;  causi;.  thorc;  is  gonoral 
agroiunont  that  roducing  total  calorio  intake 
is  ludpful  in  jirovonting  or  dolaving  tho  onset 
of  excess  weight  gain. 

Thoro  is  some  recent  ovidonco  that 
compiditivi!  food  standards  can  improve 
children's  dietary  (pialitv: 

•  'Talxir.  (ihriqui.  and  (lhaloupka  (2012) 
c:oni|)arod  calorio  and  nutrient  intakiis  lor 
(California  high  scdiool  students — with 
com])otitivo  foixl  standards  in  jilaiu; — to 
calorio  and  nutrient  intak(!s  for  high  school 
students  in  14  .States  with  no  compotitivo 
hxnl  standards.  'Thov  concludod  that 
(California  high  school  students  consumed 
fewer  calories,  loss  fat.  and  loss  sugar  at 
school  than  students  in  othor  States.  Their 
analysis  “suggostml  that  (California  studmits 
did  not  componsaio  for  consuming  loss 
within  school  by  consuming  more 
(dsowhoro"  (p.  4.t.t).  'The  consumption  of 
fewer  calories  in  scluxil  "suggests  that 
c;ompotitivo  foexi  standards  may  ho  a  method 
of  rodui:ing  adoloscmit  winght  gain"  (]).  4.50). 

•  A  stnd\  of  compotitivo  fixid  policnos  in 
(Connocticait  concludod  that  "n'lnoving  low 
nutrition  items  from  schools  docroasixl 
students' consumption  with  no 
cxnnpiaisatory  increase  at  homo"  (Schwartz. 
Novak,  and  Kioro.  2000.  ]).  09*1). 

•  .Similarly,  researchers  for  Ihxdthy  hating 
Rosoan;h  and  Bridging  tho  (Cap  found  that 
"lt|ho  host  ovidonc:o  available  indicatiis  that 
policies  on  snac:k  hxxls  and  hovoragos  sold  in 
siduiol  impact  childnm's  diets  and  tlndr  risk 
for  ohosity.  .Strong  ixdicios  that  prohibit  or 
restrict  tho  sale  of  unhealthy  compiditivo 

■‘’Trasiiii(l(M!l  al..  2000  n^porl  lliat  Ixitwixxi  1000 
aiui  2005.  Iiospilali/atioiis  rolatixl  to  oixisitv 
iiicnxisixl  K.H  percent  among  children  ages  2  to  .5. 
10.4  perc:ent  among  cliildren  0  to  1 1 .  and  1 1.4 
|M!r(;ent  among  cliildrim  ages  12  to  lOatti^r 
(xmtrolling  lor  other  factors. 


foods  and  drinks  in  schools  aro  ass(x:iatod 
with  lower  iiroiiortions  (d Oviirwtdght  or 
ohoso  students,  or  lower  rates  of  incrciaso  in 
studmit  HMl"  (Ihialthv  hating  Rcisiiarch. 

2012.  p.  3). 

I’ow  Health  (Croup  and  Kohort  Wixid 
lohnson  honndalion  rosoarcluMs  noted  that 
th(!  iirovaleucc!  of  childron  who  are 
overweight  or  oixiso  has  more  than  triphxl  in 
the  past  three  (hicadiis.  which  is  of  particular 
concern  hecause  of  the  health  inohlems 
associated  with  obesity.  In  |)articular. 
researchers  found  an  increasing  nnmherof 
children  are  being  diagnosed  with  ty|)e  2 
(lialxdes.  high  cholestm'ol,  and  high  blood 
]n'essnre.  'These!  researchers  Inrther  obstirveid 
that  children  with  low  socioiiconomic  status 
and  black  and  Hispanic  chiidr(!n  an:  at  a 
high(!r  risk  of  experiencing  one  or  more  of 
th(!se  illness(!.s  (pp.  39-40.  ,50). 

'Their  analysis  also  noteid  that: 

I'l'lliere  is  a  strong  data  link  between  died 
and  the  risk  for  these!  edironie;  eli.sease!s.  (Cive!n 
the!  re!latie)nship  lx!twe!e!n  eihileiheieiel  eihesity. 
e:alorie!  e:e)nsnm|)tie)n.  anel  the  ele!ve!le)i)me!nt  ed 
ediremie;  elise!ase!  risk  faedeirs  id  a  yening  :ige!. 
this  re!i)e)rt  pre)])e)se!s  that  a  natienial 
|e:e)mpe!titive!  fexiel]  |)olie;y  ceinlel  alte!r 
ediilelheieiel  <mel  future!  ediremie:  elise!iise!  risk 
laedeirs  hv  re!ehie:ing  iie:e:e!ss  to  e!ne!rgv-ele!nse 
snae:k  foeiels  in  sedieieils. 

'Tei  the!  e!xte!nt  that  the!  natienial  |)e)lie:v 
reesidts  in  ineaexisees  in  stueleents'  teited  elie!liny 
intake!  eif  hexdthy  feieiels  <mel  re!elue;tie)ns  in  Ihi! 
intiike!  eif  low-nntrie!nt.  ene!rgv-ele!nse!  sinick 
feieiels.  it  is  likeily  tei  have!  a  liene!fie:ial  e!ffe!e:i 
on  the!  risk  ed  theese!  elisexisees.  1  leiweeveer.  the! 
magnituele!  ed  this  e!ffe!e:t  weiidel  iii! 
preipeirtieinal  tei  thei  elegreie  eif  eihange!  in 
stneleints'  teital  elietarv  intake!,  anel  this  faedeir 
is  une;e!rlain  (|i.  00). 

In  snmmarv.  the!  ineist  e:nrre!nl. 
e:ompre!he!nsive.  anel  systeematie;  reevieew  ed 
e!xisting  seaeentifie:  reeseearch  coneilueleeel  tlud 
e:eim|ie!lilive!  feieiels  stanelaiels  e;an  have!  ii 
peisitivi!  impaed  ein  re!elne:ing  the!  risk  feir 
eilx!sity-re!l;di!el  e;hreinie;  eliseaseis. 

Ilexunise!  the!  faedeirs  that  e:einlriliute!  lieith  tei 
eiveindl  fexiel  e:einsumptiein  anel  to  eilieisity  iirei 
sei  e:eim|ile!X.  it  is  neit  jieissilile!  tei  eleifineia  leiveil 
eifeliseiasi!  eir  exist  reielnediein  that  is 
attrilintalile!  tei  the!  change!s  in  e:eim]X!titive! 
feieiels  e:xpi!e:te!el  tei  reisnlt  freim  impleimontiitiein 
ed  llu!  rede!.  IISDA  is  nnaweire!  eif  any 
eximpreiheinsive!  elata  edleiwing  aexairatei 
jireieliedieins  ed  thei  eiffeied  eif  thei  iireipeiseiel 
reieinireimemts  on  exinsnmeir  edioiex!.  eispeiedally 
ameing  ediilelrein.  lint  tei  illustrate!  the! 
nnignituelei  ed  the!  ]ieite!ntial  lie!ne!fits  eif  ii 
reielnediein  in  ediilelhexiel  eiheisity.  Iiaseiel  ein 
.S237.0  milliein  in  iniiatieint  exists  anel  .S14.1 
liilliein  in  out)iatie!nt  exists,  a  einei  ixirexint 
reielnediein  in  ediilelhexiel  eilieisitv  iinplieis  ii 
.S143  milliein  reidne.lion  in  heiallh  exirei  exists. 

.Seiniei  reiseiaredieirs  Imvei  suggeisteiel  possible! 
neigativei  exinseieineinexis  ed  reigidating  iintritiein 
exinteint  in  eximpeditive!  feieiels.  'Tlmv  argueithat 
neit  alleiwing  eiexxiss  to  leiw  nntrieint.  high 
exiloriei  siiai:k  feieiels  in  sedioeils  may  reisnlt  in 
oveirexinsnmptiein  eif  theisei  sainei  feieiels  einlsielei 
the!  sediool  seitting  (altheiugh  as  neiteiel  exirlieir. 
the!  'Teiheir  eit  al.  stnely  exinedueleiel 
oveireximpeinsiiliein  was  neit  eivieleint  ameing 
the!  (Cidifeiniiii  high  sedioed  stneleints  in  theiir 
siimple!).  .Seinu!  greinps  havei  eixprei.sseiel 
exinexirns  that  tho  feiexis  ein  eximpeititivo  feieiels 


is  hiss  ein  indritiein  tlnin  eiheisity.  thus 
reigidating  exiiniieititivei  feieiels  may  exintrilintei 
to  lieielyweiight  anel/eir  .ipiieiaranex!  issnos  anel 
reisnlt  in  inexxiasing  Ixiely  inseiexirity  feieilings 
iimeing  ediilelron.  'Thei  feiexis  ein  eiheisity  may 
alsei  inexeiasei  thei  stigmatizatiein  eif  ediilelrein 
whei  :ni!  jieirexiiveiel  iis  lieiing  olxisei. 

II.  I.iinildlions  and  Uncaiidintias 

Wei  exineluedeiel  this  analysis  using  iiveiihilili! 
elata;  eluei  lei  thei  limilatieins  eif  iheisei  elata. 
theirei  are:  seimei  impeirtanl  e|ualifie:alieins  lei 
einr  analysis  that  sheinlel  lie:  neileiel.  VVei  elisi:nss 
a  feiw  eif  Iheisei  Ixileiw. 

1.  I. imitations  in  Availalilo  Reiseiareih 

Availiililei  reiseiareih  geineirally  sn]i|jeirl.s  thei 
neitiein  that  seihoeil  feioel  reiveinueis  will  mil 
neiexissiirily  ho  iielvorsoly  affeieileiel  liy  tho 
imiileimeinlatiein  of  heialthior  exim|ie!lili\’e!  fexiel 
slanelarels.  .Seimei  se:heieils  eir  sedieieil  elislrieils, 
heiweiveir.  have:  seiein  reiveinuo  leissos.  (Cnilon 
iinel  Walsein  (2000.  ji.  700)  note!  that  smallor 
elislrie:ls  might  "Inive!  meirei  Ixirrieirs 
assexdateiel  with  tho  liieleling  anel  feieiel  e:einlrae;l 
prexieiss  anel  availability  eif  altornativei 
prexineds"  reilalivei  lei  large:  elislrie:ls.  In 
iieldiliein.  a  fivei-meinlh  piled  jireigram  in  North 
(Carolina  oleimeinl.irv  sedioeils  saw  eleieireiiiseis  in 
eieimiieititivo  feieiel  saleis  with  nei  eiffseitting 
increiasei  in  seiheieil  meial  ]iartie;i]jidiein.  'The: 
pnlilisheiel  snnnnarieis  ed  the:  piled  eniteiomeis 
altriliute!  eill  eif  tho  kiss  to  reielneieiel 
e:eim|ie!lilive!  feieiel  reiveinuei  anel  inexeiaseis  in 
the:  exist  tei  se;hexils  eif  iieiepiiring  feieiels  (N(C  (CA 
201 1).  Neirih  (CareilimTs  .Stale:  .Sniieirinleineleinl 
eximmonleiel  ein  the:  huik  eif  inxiilalilei  feieiels 
Ihid  melt  the:  ]iileil  slanelarels  anel  altheiugh  sho 
stideiel  that  ineireiaseis  in  the:  availability  eif 
apiireiprialo  roplaeieimeinis  weiidel  likeilv 
iminxivo  the:  eiexineimie:  im])iu:l  eif  ibei  beiallhieir 
fexiel  slanelarels.  she:  still  hael  eieinceirns  that 
heialtbieir  |ireielueds  may  noveir  geineindei  Ibei 
reiveinuei  neiexissarv  tei  ineieil  Neirib  (Careilina 
si:hoeil  neieiels  (N(C(CA  2011.  p.  2  Alkinsein 
leilleir). 

2.  I’rieieis  eif  (Ceimpotilivo  feieiels 

We:  elei  ned  bavo  aeilnal  jiidexis  paid  for 
speiedfie;  eieimpeilitivei  fexiel  anel  beiveirago  itoms. 
\Vhilo  we:  assume:  that  exim]ie!titive!  itoms 
meieiling  anel  ned  meioting  the:  ineijieiseiel  redo 
slanelarels  exintribidei  oeiually  lei  roveinneis,  tins 
is  uneieirlain.  It  is  likeily  that  reifeirmnhdoel 
veirsieins  eifeixi  sling  eximpeititivo  feieiels  will 
ceist  al  blast  as  mne:h  as  feieiels  cnrronllv 
aviiilablei.  if  feir  no  eitbor  reiasein  than  tho  neiw 
iteims  elei  ned  Inivei  tbo  same:  nnirkeit  sharei. 
Heiweiveir.  lei  moot  eialeiriei  or  fed  slemeliirels. 
miinnlaeilnreirs  may  sim]ily  reieliieiei  ]i;u:kago 
sizeis,  ei.g..  re!|ilae:ing  Hi  enmeiei  100  peireieinl 
jineiei  elrinks  with  feiur  eir  eiighl  einnexi  bedtleis. 
In  Iheisei  eiaseis.  Iheirei  is  lilllo  reiasein  tei  eixjiexd 
highor  priexis.  Aelililieimdly,  ned  all  eieimplianl 
feieiels  will  be:  closo  subslilnteis  for  oxisling 
feieiels,  ei.g.,  Irnil  elrinks  that  are:  ned  100 
lieireieint  fruit  juieiei  m;iv  be:  reijiliiexiel  bv  beillleiel 
waleir  al  ei  similar  eir  leiweir  e:eist. 

3.  .Slate:  anel  beieial  .Sn])]xirl  eif  Reiimbursablei 
Meials 

Infeirmalion  ein  .Stale:  anel  leieial  paymeints  in 
sn|)peirl  eif  IISHA  se:heieil  meieds  is  ned 
available:.  .Seimei  .Stateis  anel  loeialitieis  inakei 
liaymeinls  that  are:  lioel  lei  H.SDA  seibeieil  meial 
parli(d]ialiein.  If  combineiel  foeleiral.  .Slide:,  anel 
leieial  piiymonts  are:  greiator  (eir  loss)  Ihiin  the: 
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costs  ol  ])ro(iiicin<>  meals.  Sl-'As  would  liktdv 
niaki;  liincli  pricing  dwasioiis  willi  a  view 
toward  o|)tiini/.ing  tlujir  levels  of  luidtuai. 
Slate,  and  local  subsidies. 

4.  Slmbiut  K(!Si)onse  to  New  Standards 

Only  a  lew  liinilcul  case;  studies  as.sess 
possible  bidiavior  changi;  that  may  occur  in 
r(!spons(!  to  the  projjosiHl  rule!,  bvcm  lb(;s(! 
limited  sludi(!s  are  basiul  on  standards  that 
are  not  exactly  IIk;  sanu!  as  the  |)ro])o,s(!d  rule. 
Tlu;  local  conditions  in  wbicb  lluiv  laki;  plac(! 
may  not  match  national  conditions. 
Implenumlalion  ol  Stale;  standards  mav  have 
b(;en  accompanied  by  olb(;r  I'aclors.  such  as 
nnirilion  education  or  |n'omolion  oi  school 
meals,  which  may  have  inriu(;nced  outcomes. 
While  we;  he;lie;\'e;  lliiil  the;  eviele;ne:e:  we: 
e;xaniine;el  isgeuenilly  e:e)nsiste;nl  with  the; 
.sugge;slie)n  that  ne;w  slanelarels  will  he; 
:isse)e;iiile;el  with  pure:hase;s  eel  he;allhie;r 
e:e)mpe;litive;  leeeeels  emel  incre;ase;el  selueed  meiil 
l)iulie:ii);ilie)n,  elata  linntatie)ns  e:reate; 
e:e)nsiele;nihle;  une:e;rtainly  <ihe)ul  the;  size;  ed 
these  e:lumge;s.  We;  alse;  lae:k  inlormatie)!!  een 
eliauges  in  ])ure:hasing  he;havie)r  e)ve;r  lime.  As 
stuelenis  iieljusl  le;  the;  new  range;  eel’ 
e:e)mpe;tilive;  e)])lie)ns.  Ihe;ir  ])ure:hasing 
he;havie)r  e:e)uhl  aela|)l.  altering  re;ve:nne; 
p:ille;rns. 

.5.  Ineluslry  Re;s))e)n.se: 

This  iimilysis  iissnme;s  that  hiejel 
numurae:lure;r.s  anel  venehers,  Sk’As.  anel  e)lhe;r 
se:he)e)l  gre)up.s  that  se;ll  e:e)mpe;tilive;  leeeeels  anel 
he;ve;r:ige;s  will  iielapl  lhe;ir  he;havie)rs  in 
re:spe)nse;  le;  the;  ])re)pe)se:el  rede;.  Sluelie;s  e)l' 
Sleile;  anel  h)e:al  e:hange;s  in  e;e)m])e;titive;  heejel 
anel  he;ve;nige;  pe)lie:ie;s  ineliexile;  tluil  lhe;se; 
he!havie)nil  e:h;mge;s  will  e)e:e:ur  (Oidlen  emd 
Watse)!!,  200!):  Whaiie)n.  Leeng,  anel  Se:hwarlz, 
2008;  We)e)elwarei-Le)|K;z.  e:l  al..  2010;  IISDA 
200.t).  We;  elraw  eni  this  lite;riiture;  le;  e;stimate; 
the;  ])e)ssihh;  e;lh;e;ts  eel  he;havie)ral  e:hange;s  eni 
e:e)m])e;lilive;  h)e)el  anel  he;ve;rage;  re;ve;nue;s. 

This  lile;r;iture;  inelie:ale;s  that  le;  a  large; 
e;xte;nl.  h)st  re;ve;nue;s  Irejin  |)re)elue:ts  that  e:an 
IK)  h)nge;r  he  se)hl  in  .se:he)e)l.s  he;e:anse;  e)l  the 
|)re)pe)se:el  rule;  may  he;  eeri’sel  by  ine:re;iise;ei 
l)ure;hase;s  e)l  i)re)elue;ts  that  are;  idre;aely  wieh;lv 
available  and  j)ure:ha.se;el  as  e:e)mpe;tilive;  ite;ms 
(lor  example;.  he)tth;d  water)  or  by  ])ure:hase;.s 
e)ITie;wly  available,  he;allhie;r  ])re)elue;ts.  In 
se)me;  e:iise;.s  e:hange;s  eire;  re;lative;ly  simple.  l'’e)r 
e;xiunph;  juie:e;.s  e:urre;nlly  seehl  in  12-e)z 
e:e)ntaine;rs  e:e)ulel  he;  sohl  in  8-e)z  e)r  4-e)z 
e:ontainers.  as  ap])re)priate;  le)r  graeh;  level.  In 
e)lhe;r  e:iise;s.  re;re)rmulalie)ns  eif  existing 
|)re)elue:ls  eire  alre;iiely  uneh;rway.  Ae:tie)ns  by 
St.ite;  age;ne:ie;s  emel  ve)luntary  greeups  sue;h  as 
Alliane;e;  her  a  lh;althie;r  Ch;ne!ratie)n  luive; 
alreaely  e;ne:e)unige!el  heeeel  mamdae:ture;r.s  te) 
eh;ve;h)p  ne;w  |)re)elue:ts  leer  e:e)mpe;litive;  loeeel 
sah;s:  4-e)Z  Iruit  heewls;  menial.  m)-sugar 
aehh;el  fre)ze:n  yeegurl:  4-e)z  Ireezeen  Iruit  bars; 
<mel  re;elue;e;el-rat  emel  seeelium  pizza  with 
whe)h;  grain  e:rnsl  (Alliime:e;  h)!'  ii  1  h;idthie;r 
(;e;ne;nitie)n,  2010).  h’eeeeel  servie:e;  steilT  in 
(lalileK'nia.  he)we;ve;r.  alse)  re;])e)rte;el  that  meere; 
pre)elue;ts  are;  ne;e;ih;el  anel  that  the;  e.eests  eel 
sue:h  pre)elue:ts  are;  rre;eiue;ntly  ldghe;r  than 
Iheese;  Ihev  re;])hK;e  (Weeeeelwiirel-heepi;/..  e;t  ;d.. 
200,ah). 

lislahlishmeni  eef  l'’e;eh;ral  slanehirels  is 
like;ly  lee  spur  lurther  pre)elue:l  eh;ve;h)])me;nt 
anel  im:re;a.se;el  sah;s  veelume;  th:il  may  help  le) 
bring  ])rie:e;s  in  line;  with  theese;  eel'less- 


nulritieeus  eeeempelitive;  iteans.  Ih;e:ause:  Stale; 
emel  hee.al  e;xpe;rie;ne:e;  le)  elate;  Ims  |)re;e:e;eh:el  the; 
e;sliihlislmu;nl  eel  l''e;eh;ral  sliinelarels.  their 
reisulls  iiiiiy  e)ve;rst<ile;  the;  e:luilh;nge;.s  that 
se:he)e)ls  will  huee:  in  im|)h;nie;nling  the; 
|)re)pe)se;el  rule;.  The:  pre;.ssure;s  een  sedieeeel 
re;ve;uue;  heem  high  e:e)sls  auel  limile;el 
aviiiliihility  e;e)uhl  eieise;  iu  the;  |)e;rioel  he;twe;e;n 
puhlie:iilie)n  eel’ pre)pe).se;el  rule;  sliimhirels  emel 
the;  e;ire;e:live;  elide;  eefa  rinal  rule;. 

0.  S1''A  iinel  Se:he)e)l  (le)m])liime:e; 

I'hirly  sluelie;s  e)u  e:e)nipe;lilive;  heeeel  re;ve;nue;s 
inelie:<ile;  lluil  ne)l  iill  se;he)e)ls  hiive;  e:e)m))lie;el 
with  e;xisting  Slide  e:e)mpe;tilive;  heeiel 
sliinelarels.^'  This  may  he  elm;,  in  part,  le)  a 
liie:k  e)l  ii|)pre)ve;el  pre)elue:l  e:he)ie;e;s.  e;spe;e:ially 
h)!’  early  iniph;me;nte;rs.  (h)mplii)ne:e  may  he; 
less  eel  a  e:hedh;nge:  with  ualieeiiid  sliinelarels. 
espe;e:iidly  as  ineluslry  anel  slueients  e:e)ntiiuie; 
te)  iieliipl  le)  Stale  stamlarels  alreiaely  in  plae:e;. 
But.  le)  the;  e;xte;nt  that  se:he)e)ls  lail  le) 
imph;me;nt  e)r  lully  e;nh)re:e;  e:e;rliiin  |)re)visie)iis 
e)l  the;  |)re)pe)se;el  rule;,  the;  re!ve;iiue;  impiie:t  e)l 
the  rule  will  he;  h)we;r.  hiie:h  of  e)ur  e;stimiile;s 
assume;s  lull  e:e)U)])liane:e;  with  the;  proj)e)se;el 
rule:. 

7.  Se:he)e)l  l’iirtie:ipatie)n  l'’eeh;rid  Me;iil 
I’reegrams 

It  is  peessihh;  that  seeme;  se;he)e)l.s  e:e)uhl 
e:he)e)se;  le)  h;ave;  NShP  iinel  SBl’  te)  iive)iel  the; 
ne;w  e:e)m|)e;tilive;  le)e)el  sliinelarels.  Allheiiigh 
seime;  selieieils  may  reialize;  signifieianl  h)sse;s  in 
re;ve;nue;  rrenii  e:e)m|)e;titive;  leieiels,  e;si)e;e:iidlv  in 
the;  sheirl  term,  we;  he;lie;ve;  it  is  unlike;ly  that 
manv.  if  any,  will  e:he)e)se:  tei  eh)  se).  On 
aveirage;.  Sh’As  re;e:e;ive;  just  10  pe;re:e;nl  e)f  the;ir 
le)tal  re;ve;nue;  fre)m  e:e)nipe!litive;  fe)e)el.s:  84 
l)e;re:e;nl  e)f  re;ve;niie;  is  eh;rive;el  fre)ni  l‘'e;eh;riil 
re;imhurse;nie;nls  lor  NShP  iinel  SBP  me;ids. 
slueh;nt  paynie;nts.  anel  Stale;  anel  h)e:iil 
eamirihuliems  tieel  le)  lhe).se;  meiids  (IISI)A. 
2008). 

8.  l''e)e)el  anel  hiiheer  Oeesis 

This  analysis  fe)e:use;s  e)n  re;ve;mie;s  in  SPAs 
ami  e)lhe;r  se:he)e)l  greenjes.  It  eleees  ne)l  aelelress 
fe)e)el  anel  liihe)r  e:e)sts  elire;e:tly  he;e:iiuse  fe;w  e)f 
the;  rese;iire:h  re;])orls  anel  e:ase;  sluelies  repeerl 
eh;liiih;el  e:ost  iide)rniiilie)n.  One;  sluely 
(Tre;vihe)  e;l  id..  2012)  that  eliel  ri;pe)rt  eixpenses 
ami  liihe)!'  e:e)sls  in  iiehlitie)n  te)  re;ve;nue;s  fe)uml 
IK)  stiitislii:ally  signifie:ant  ilifferene;e  between 
intervention  ami  eiontrol  seihools  after  the 
intervenlion  se:he)ols  imi)h;nK;nle;el  stronger 
e:e)mpe;titive  fooel  stiindards.  Although  the 
eliffereiK'.es  were;  ne)t  sti)lislie:allv  elifferent. 
iiile;rve;ntie)n  se:he)e)ls  we;re;  feeimel  te)  have; 
highe;r  e;xe:e;,ss  re;ve;nue  e)ve;r  e;xpe;use;s  than  the; 
e:e)ntre)l  se:he)e)ls  ($8. .5  inillie))]  versus  S2.4 
millie)n)  (])g.  421 ). 

Althe)ugh  we;  eh)  ne)l  iielelre;ss  e:e)sls  elire;e:lly. 
we;  e;xpe;e:t  that  e:e)sl  will  have;  a  liniile;el  e;ffe;e:l 
e)n  the  ne;t  re;ve;nue  e)f  SPAs  anel  e)lher  se:he)e)l 
gre)U|).s.  .SPA  e:e)mpe;lilive;  feeeeel  re;ve;nm;  is 
eh:rive;el  lerimarily  fre)ni  a  la  e;iirle;  siih;s.  Uneh;r 
the;  pre)pe)se;el  rule;,  ii  la  exirte;  ile;m.s  that  are 
availahie;  as  jeart  e)f  a  re;imhur.siihh;  nK:id  are; 
eh;e:me;el  le)  nme;!  the;  ne;w  sliimliirels  anel  Iheese; 
ite;ms  will  he;  suhje;e:l  le;  ne;w  se;he)e)l  nK;al 
sliinelarels  uneler  reigulatiems  that  will  lake: 

See;,  leir  exanipli!.  SNDA-lll.  V.  1.  2007: 
WoeiehviireM.opez.  e;l  ill..  200.')l);  8ulle)e:k.  i;l  al.. 
2010;  \Vi)()ehviirel-l.()pe;z.  e;l  al..  2010. 


e:ffe;e:l  prieir  le)  this  e:e)mpe;litive;  fe)e)els  riile;.^- 
Te)  the  e;xlent  that  se:he)e)l.s'  a  la  e;iirle;  liims  are; 
ste)e:ke;el  with  se:he)e)l  nK;iil  enlre;e;s.  sieh; 
elishe;s,  anel  he;ve;riige;s  that  eire;  iilse)  iivailahh; 
in  re;imhiir.sahh:  meals.  mue:h  e)f  the;  e:e)st  e)f 
])re)vieling  he;iilthie;r  a  hi  e:iirle;  items  will  hiive; 
he;e;n  ine:urre;el  heifeire;  e:e)mpe;tilive;  feieiel 
sliinelarels  lake;  e;ffe;e:l. 

This  eh)e;s  neit  aiiply.  e)f  e:e)urse.  le)  a  hi  carle 
items  thill  are;  mil  e:eim))e)ne;nts  eif  a 
re;imhnrsiihh;  meial  eir  lei  items  seihl  in 
vemeling  niiK;hiue;s  eir  ihrenigh  e)lhe;r  enilhils: 
se:he)e)ls  may  ine:ur  higheir  e:e)sls  te)  re;|)liK;e; 
the)se;  ite;ms  with  ile;ms  that  imeet  this  ride;’s 
sliinelarels.  However,  even  feir  iheise;  loeiels, 
inehistrv  anel  .se:he)e)ls  will  have;  liael  seime; 
lime;  after  in)))h;nK;nliitie)n  eif  ne;w  se;he)e)l 
imiiils  stamlarels  tei  pre;piire;.  Seime;  eif  the  fixeel 
e:e)sts  eif  pre)elue:l  ehiveilojKoeait.  e:e)nlriK:ling 
with  ne;w  suppliers.  eh;ve;h)|)ing  re;e:ipe;.s,  anel 
training  kite:he;n  staff  will  have;  alreiaely  he;e;n 
ine:urre;el  by  inelustry  anel  seilmeils  as  the;v 
inij)h;nK;nl  Peiehiral  scheieil  iimal  sliinelarels. 
e;asing  pressure;.  pe;rhiips.  em  j)rie:e;s  ami  the 
iielniinistralive;  e:e)sls  e)f  e:e)m])lving  with  this 
e:e)mpe;litive:  feieiels  rule;. 

[V.  Alternatives 

A.  Full  Iniphuiwntdlion  of  lOM 
l{fH:()minun(l(ilions 

We;  first  e:e)nsieh;r  a  rule  that  aehipts  idl  e)f 
the;  lOM  stamliirels  wilhenil  chiiiige.  The; 
sliinelarels  in  the;  pro|)e)se;el  rule;  we;re;  guieh;el 
iu  large;  pint  hv  the;  lOM  sliimliirels,  hut  we;re; 
alse)  infeirmeiel  hy  e)the;r  e:e)nsieh;ralie)ns.  Thus, 
feir  eixamph;,  the;  preipeiseel  rule;  alhiws  a 
hreiaeleir  array  eif  pre)ehK:ls  in  high  se:he)e)ls 
than  are;  ineduehiel  in  the;  lOM  sliimliirels.  In 
aehliliem.  semie;  e)f  the;  lOM  slanehirels  iire; 
nK)ri;  re;strie:tive;  lhan  tlmse;  i:e)nliiine;el  in  the; 
pre)pe)se;el  rule;,  anel  it  is  peissihh;  Ihiil  fe;we;r 
curre;nlly  availahie  feieiel  preielmits  meie;!  the; 
slanelarels. 

The;  e)\’e:ridl  reivenue;  effe;e:t  on  SPAs  that 
h)se;  e;e)m|)e;lili\e;  feieiel  sah;.s  eh;pe;nels  em  the; 
e;xle;nt  le)  whic:h  stuehmts  re;phK:e 
e;e)nsuni|)tiem  eif  e;e)nipelilive;  feieiels  with 
ine:re;ase;el  |)artie:ii)iitie)n  in  the  NSLP.  iin 
unkneiwn  that  may  vary  iK:e:e)reling  lei 
e;hariK:leristie:s  eif  the;  slmhinl  peipidatiein 
(sue:h  as  pi;re;e;nl  of  e;hilelre;n  eiligihh;  for  fre;e; 
eir  re:eluce;el  ])rii:e;  meals)  eir  se:he)e)l  peilieiy 
(iilh)wing  stueh;nts  te)  heave;  e:iim])us  at  lune:h 
time;).  Slreing  greiwlh  in  NSLP  p;irlie:i))iilie)n. 
re;pe)rle;el  by  seime  se:he)e)ls.  wenilel  fully  eiffse;! 
the;  re;elue:tie)n  in  e:e)mpe;lilive;  feioel  re;e:e;i|)ls. 
lh)we;ve;r.  h;sse;r  greiwlh  in  NSLP 
piirtie;ipatie)n  iilleiws  feir  the  peissihility  eif 
suhstiintial  eiveirall  re;ve;iuie;  h)sse;s. 

B.  Less  (loiupruhcnsiva  Slundurds 

A  se;e:e)nel  iilleirnative;  e:e)n.sieh;re;el  wenilel 
plae:e;  fe;we;r  reisirieitiems  em  the;  type;s  eif 
e:e)nii)e;tilive;  loeiels  anel  heiverageis  availahie;  lei 
sluehents.  llneh;r  this  se:e;narie).  slmhents 
wenilel  likeily  have:  a  wieler  ninge:  eif  eijilienis 
anel,  pole;nliiillv.  the;  e:he)ie:e;s  availahie  lei 
stuehmts  wenilel  e.emliiin  iimre;  eif  the  feieiels 
lliiit  the;v  are;  alreiaely  fiimiliiir  with.  This 
iille;rnalive;  ine:re;iise;s  the;  like;lihooel  that  lhe;re; 
will  he;  mi  ne;l  hiss  in  e;e)nii)e;titive;  feieiel 
revenne;. 

■-'file;  prc)pi),si;el  se:lie)i)l  Mu;iil  stiineliirels  rule;  wiis 
|)ul)lislu;el  in  liiniiarv.  2011.  .Si;e:  l•■e;ell;ral  Re;gisler 
Veil.  70.  Ni).  0.  ]).  2404. 
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I.(!ss  coiniirchcnsivc!  compciiliv*;  iood 
standards  i:ould  also  havo  iin])li(:ati()ns  lor 
childron's  hoallh.  TIk?  coinpotilivo  food 
standards  an;  craltod  spncilically  liocansc!  of 
conct^rn  about  childrcHi's  In^dth  and 
ospocially  c.liildhood  obcisity.  ’rluis  ado|)ting 
l(!ss  (:oin|)r<!lu!nsiv(!  standards  could  riMlnco 
tin?  |)ositiv(!  inijract  of  tin;  proposed  standards 
on  (:liildn?n's  lioaltli. 

O’,  lixainplioii  for  liaimbursohlo  Mool  Enlrbos 
and  Si<l(‘  Dislurs 

As  noti;d  previously,  many  of  lln?  food 
il(!ms  sold  a  la  carle  are  enlrwis  or  snacks  that 
are  also  stirvtid  as  part  of  a  reimbursable 
meal.  Tbe  proposed  rule  i)rovides  tbr(!(! 
alternative  standards  for  N.SI.I’  menu  items 
sold  a  la  carle.  Tbe  first  would  allow  NSId’ 
(iiilrees  and  snacks  to  be;  sold  any  linu!  as  an 
a  la  carle  food  as  lonf>  as  they  meet  tbe  fat 
and  sugar  standards  in  the  pro])os(!d  rule. 

The  other  two  alternatives  have  to  do  with 
the  menu  cycle:  irroviding  N.SLI’  (iiilree  and 
snack  itciiiis  to  be  sold  (1)  on  the  sann;  day 
they  W(!r(!  served  as  |)arl  of  a  niimbursabb! 
m(;al.  or  (2)  within  four  days  of  being  serv(;d 
as  ])arl  of  a  reimbursable  meal. 

I'be  primary  b(?nefil  of  an  (!X(!mption  that 
is  limited  to  foods  on  tbe  cnrr(!nt  dav's  nuiim 
is  that  those?  il(?ms  coidd  In?  offered  ii  la  carle? 
nei  nie)re?  e)fle?n  than  lhe?v  e:e)ulel  be?  se?rve?el  in 
re?imbursable?  meeds  willn)ul  e?xe:e?e?eling 
we?e?klv  NSLI’  or  .SHP  re?slrie:lie)ns  e)n  eive?nige? 
e:ede)rie?s.  lal.  e)r  seeelium.  This  meere?  Iimil(?el 
e?xe?mplie)n  weeulel  edsei  e?ne:e)ureige?  sluele?nts  le? 
e:emsume?  ei  gre?eile?r  varie?lv  e)f  fe)e)els.  e?ve?n  if 
lhe?v  e;be)e)S(?  fe)e)els  e:emsisle?nlly  frenn  the  e'l  lei 
e:arl(?  line?.  He)we?ve?r.  em  e?xe?mptie)n  Ibeil  is 
limiteiel  to  e:ntre'?e?s  einel  siele?  elisln?s  ein  tin; 
e.urn?nl  elay's  nn?nu  cemlel  e:omplie.ate?  nn?eil 
plemning  emel  pre?peireilion  by  ele?nying  seilmols 
the?  eibilily  lei  si?rve  le?fle)\'e?r  ile?ms  on  tin?  ni?xl 
seehool  eleiy. 

Tin?  primary  bi?ne?fil  eif  an  e?xemptiem 
williin  four  eipereiling  elavs  eif  its  eiffering  in 
em  N.SLI’  eir  .SHI’  nn?nn  is  Ibeil  it  wendel  e?ase? 
seelmeil  jrlaiming  anel  ine:re?eisi?  e?ffie:ie?in:y  bv 
alleiwing  the?  se?rvie:e?  eif  le?fle)ve?r  ite?ms  ineire? 
fle?xibly.  Ile)we?vi?r.  it  eeemlel  elise:oureige?  varieity 
in  stnei(?nt  e:e)nsum|)lie)n.  emel  mav  le?nel  tei 
ine:re?eisi?  e:emsmn])liem  eif  entrees  higher  them 
ave?reige?  in  e;eilorie?s.  fat.  emel  seielium  that  in 
llie  seelniol  mi?eds  progrenns  eire  balane:(?el  by 
eillnir  e)ffe?rings  eluring  the?  we?e?k. 

D.  Scliool-Sponsrutrd  Fimdrciisors 

The?  pre)])ose?el  rule?  eiffers  Iwei  edte?rnalive?s 
em  e?xe?m|)t  funelraisers.  rhe?  first  alleirnalive  is 
lei  edieiw  .Stale?  eige?ne:ie?s  to  set  the?  fre?epie?ne:y 
eif  e?.xe?mpl  funel  raisers  emel  the?  se?e;onel  is 
similar:  .Sleile?  eige?ne:ie?s  weieilel  still  set  the? 
freiepiene.'V  eif  e?xe?mpl  funel  raisers,  but  sulijee:! 
lei  ILSDA  eipjireival.  The?  preiposeel  ride 
e:eimple?me?nts  the?  Te?ele?reil  nulriliem  stanelarels 
feir  reimbursable?  me?eils  iheit  leike?  e?ff(?e;l  eil  the 
stent  eif  .SY  21)12-2013.  Teige?tln?r.  tlnise 
re?forms  eire?  elesigimel  lei  e:re:eite?  the?  eill-venue?. 
eleiv-lemg  ln?allbv  se:bool  fooel  e?nviremnn?nt 
re?e,einmn?neleel  by  KIM.' *  The?  e:emsislene:y  of 
the  nnisseige?  on  Iniedtby  eieiling  e:emve?veel  lei 


l‘’iir  .se:li(Hils  Ici  "teiki?  full  eielveuiteige  eif  their 
iiiii(|ue  piisiliiiii  to  nnielel  emel  reinlein:e  luieillhv 
eeiting  lieheivieirs"  e:oinpetitivi?  feiiel  p()lie:ie?.s  iiiusi 
"leeiiisieler  leiiiels  eiinl  lievereiges  olfereel  in  eill  venues 
emel  llireiuglniul  the  se:lio(il  eleiy"  (lO.M  2IH)7ei.  pp. 
25-2(1). 


sluele?nts  Ibreiugh  Ibese?  meeisure?s  is 
eliminisheel  by  freepnml  exemipliems  for 
funelreiisers.  If  a  e:emsiste?nt  nnisseige?  is  iiieire? 
e?ff(?e:livi?  in  influe?ne:ing  (?eiling  lieibils  llieiii  an 
ineieinsisleni  me?sseige?.  llieiii  fre?epi(?iil 
funilreiise?r  e?xe?ni|ilieins  iiieiy  re?elue:e?  long-l(?rni 
sluel(?nl  ei(lln?re?ne:(?  lei  ei  elie?l  cemsislenl  willi 
die  nieleiry  (Juielelines.  II  is  eilsei  imiiorleml  lo 
nole?  llieil  e:urre?nl  pren:lii:e?  in  iiieiny  scbools  is 
e|uile  liniileel.  More?  Iliem  lieilldfedl  scbools. 
emel  30  pere;e?nl  eif  high  se;lnieils,  neve?r  seibl 
swee?l  eir  seilly  snen:ks  eis  funelraise?rs  in  .SY 
2004-200.5. 

Tin?  beunifits  eif  peirlial  or  full  .Sleile 
eliseeretion  elerive  from  .Stale  enbninistrators' 
knowleelge  eif  wlieit  will  preive?  nieisl  e?ffee:live? 
in  llniir  se:beieils.  .Sleile?  discreiliein  may.  feir 
eixanijile.  give?  rise?  to  e:re?eitive?  polie:ie?s  Ibeil 
e?ne:oureige  ilisirie.ls  to  nnive  away  from  fooel- 
beiseiel  funelraisers  while  allowing  feir  ei  short 
Iremsitiem  jieirieid  Ibeil  recognizes  inelivielueil 
elislrie:ts'  depenele?ne:e?  on  sui:li  reivenue. 
Tlirougb  Ibis  ty]ie  of  flexibility,  il  is  iieissibb? 
tlieit  .Slate  eliseeretiim  woiilil  ultimeilelv  result 
in  fewer  exempt  funelreiiseirs  Ilian  woubi  be? 
the?  e:eise?  uneler  a  unifeirni  neilieined  staneleirel.^i 
Ibiwever.  tbe  eiptiein  ibeil  wendel  give?  .Sleileis 
full  elise;re?lieiii  ove?r  e?xe?m]il  funelreiiseirs 
einleiils  seinie?  snieill  risk  dial  one?  or  more? 

.Sleit(?s  or  se;boeil  dislrie:ts  (if  .Sleile?s  use  their 
elise;re?lion  lo  b?eive?  the  ele?e'.isiein  lei  bie:eil 
districts)  will  enbi]il  steineleirels  tbeil  impose? 
little?  eir  nei  re?slrie:liein  ein  tin?  fre?epi(?ne:v  eif 
e?xe?nipl  fundreiisers.  A  peilieey  llial  doe?s  mil 
limil  die?  fr(?epn?ne:y  eif  exempt  funelreiiseirs 
risks  uinleirmining  llie?  geials  of  Teideireil 
e;ompe?lilive?  fooel  emel  reiimburseibb?  iiieied 
reguleilieins. 

I’rovieling  .Slaleis  with  peirlieil  elise:re?lion 
oveirtln?  fre?epie?ne:y  eifeixeimpl  funelreiiseirs 
e:oubl  edsei  poleinlieilly  reisiill  in  a  meieleisl 
ineirease?  in  eidministreilive  eieists  eil  both  the? 
.Slab?  and  l-'eieleireil  biveils.  That  (i|ilion  will 
reeiuire?  tin?  eleve?bi|imenl  eif  polieiieis  em  ibe? 
en;e:e?ptabilily  of  Slab?  stanelarels.  emel 
proe:e?elure?s  tei  eielminisbir  the?  eipplie:eitieiii  emel 
eip|iroved  |ireie:e?ss. 

/:.  Total  Suf’ar 

riie?  |ireipeise?el  rubi’s  edterneilive?  sugeir 
stanelarels  feir  eieimpetilive  feiods  wendel  limil 
total  sugeir  e:einte?nt  lei  either  3.5  |ie?re:e?nl  eif 
e:eibirie?s  eir  3.5  pereieni  eif  weight.  Heilli 
steineleirels  wendel  plen:e?  a  nmemingful  e:lie?ck 
em  tbe?  anieiimt  eif  sugeir  eilbiwi?el  in 
i:eim]ietitive  feioels  while  provieling 
exe:e?]itiems  feir  certain  fruil  anel  vegetable? 
sneniks  emel  yeigurl. 

Tin?  e:eibirie?-beise?el  slemeleirel  wendel  be?  more 
re?strie:live?  lliem  the?  weiglil-beiseel  slemeleirel  feir 
sugar-sweeileneel  feieiels  with  high  meiislure? 
e:einlent.  sue:b  as  ice?  e:re?emi  anel  eillie?r  froze?n 
ele?sse?rls.^^’  Tin?  propo.se?el  rub?’s  e;eibirie?-base?el 
slemeleirel  wendel  neit  elisalbiw  Ibeise?  feioels,  but 
for  sona;  individual  products,  tin?  e:eibirie?- 
basi?el  slemeleirel  wendel  reiepiire?  tbeil  llie?v 


.Sliites  emd  loe.eil  elislriels  weiulel  hi?  Ii(?i?,  as  W(?ll. 
lo  s(?l  policies  tlial  eillowiiel  le\v(?r  exi?nipl 
luiulreusei's  Ilian  a  uniforiii  iieilioiieil  stainlarel. 
However,  only  a  polie:y  of  .Sleile  cliscrelioii  would 
allow  r(?laliv(?ly  |iermissive  loe:al  slandeirels  lor  ei 
short  traiisilioii  peiriod. 

flavoreel  milk  is  mil  sulijee:!  lolln?  proposiid 
rule's  lotal  sugar  standard. 


contain  loss  sugeir  tliem  llie?  woigbl-beisoel 
slandeird  for  em  iili?nlie:eilly  size?el  sorx'ing.^'’ 

l''or  iiroelueils  with  low  moislun?  e;enib?nt 
lln?  reilio  offal  lo  sugeir  is  more?  i:rilii:ed. 
Hocause?  a  gram  of  fat  lias  more?  Ihem  lwie:e?  eis 
ineiiiy  e;eibirie?s  eis  a  gram  of  sugeir.  snen:k 
proelue:ls  emd  elossorls  with  ei  roleilivoly  high 
fed  conloni  (from  mils  or  i:liocoleili?.  for 
oxainiib?)  iiieiy  be?  eliseilbiw(?el  uneb?r  tin? 
propos(?el  rub?'s  W(?igbt-beis(?(l  sugeir  slemeleirel 
while?  me?(?ling  its  e:edorie?-beisi?el  stemeleird.^'' 

/■’.  Naturallv  Occurriup,  Ingredients  and 
Fortification 

{;eini|i(?lilive?  foeiels  that  dei  mil  seilisfv  eiin? 
of  die?  prei|iose?el  rub?'s  fooel  groiiji 
re?eiuin?me?nts  may  still  be?  seibl  bi  stueb?nts  if 
llie?y  jireiviele?  at  b?eisl  10  ]ie?re:e?nt  eif  the?  eleiily 
value?  of  ei  "natureilly  eie:e:urring’'  luilriont  of 
cone;(?rn:  ()ale;ium,  |ieilassiuin,  viteimin  D.  or 
elie?teiry  fibe?r.  Neitiirallv  eice:urring  nutrionts 
are?  theise?  feiund  in  nein-feirlifioel  feieiels.  As  an 
eixeimpb?.  the?  |ire?eimbb?  tei  the?  rub?  lists  elry 
milk  seiliels.  e:ln?e?se?.  eir  rlmbarb  as  naturally 
eie:e:urring  senire;e?s  eif  e:eib:iuni.  l’reie:e?sse?el 
feieiels  tiled  use?  those?  nedurally  e:eib;ium-rie;h 
feieiels  eis  ingroelionts  e:ein  mool  llio  |iropeise?el 
rulo’s  e:ab:ium  slemeleirel.  l’roe:e?sse?el  foeiels  dial 
eire?  endy  able?  bi  re?ae;h  the?  10  pi?re:e?nl  deiily 
value?  feir  e;ede:iiiin  Ibreiugh  forlifie:eitiein  with 
a  nein-feioel  seiure-.o  wendel  not  nmol  the? 
slemeleirel.  The?  |irinieiry  edtorneilive?  tei  Ibis 
preivision  is  lei  eillow  feirlifie.alion  with  non- 
foeiel  ingre?elionls. 

The?  De?|ieirlme?nl  bi?lie?ve?s  dial  roi:eignizing 
only  nedurally  oi:e;urring  nulriont  seiuri:os  is 
more?  e:onsist(?nl  with  lln?  re?e:onmii?nileitiem  of 
die?  ni(?leiry  Cbiide?line?s  dial  "nulrionis  siniubi 
e:om(?  ]irinieirilv  from  feieiels”  (U.SI3A-1 11  bS 
2010.  p.  40).  A  rub?  dial  duos  not  e:r(?elil  lln? 
conlrilndiein  of  nein-fooel  soureeos  lo  niooling 
die?  rub?'s  Ion  pi?ri:onl  stemileirel  for  DdA 
nulrionis  of  i:one:(?rn  is  also  botb?r  alignod 
with  lOM  rt?i;enmnoneleitieins.  lOM  e;ib?s 
■■[olnn?rging  ovielone:e?  for  the?  lie?eiltli  be?in?fils 
of  fruits.  vogolabb?s.  emd  wlieib?  grains”  died 
"roinforcos  lln?  imporleme:o  of  im)ireiving  tin? 
ovoreill  epiedity  eif  fooel  intake?  rallior  Ilian 
nulrionl-spe?e:ifie;  siratogios  sue:li  as 
forlifie:atiem  emel  su|i|ib?nn?nleitiein”  (lOM. 
2007a.  p.  41). 

De?spite?  those?  be?ne?fils  eif  ei  feioel-ba.soel 
aiipreiemh.  the?  D(?peirlnu?nt  re?e;eignize?s  that 
seebeieils  ineiy  bo  unable?  tei  elistinguish 
]ireielue:ts  that  satisfy  lln?  “naturally 
eie:e;urring”  re?epiire?ine?nl  frenn  ]ireiebie:ls  that 
del  not.  At  jireisont,  lln?  eeonlribulion  eif  feieiel- 
beis(?el  anel  nein-feieiel  semre:e?s  lo  Ihe?  nutriemi 
veiluos  ein  |ireie:e?sse?el  feioel  nulriliem  leibols  are? 
mil  sbeiwn  se?]ieirate?ly.  Tin?  |iren:tie:al  e?ffe?e;l  eif 


Imii'  oxeiinpli?.  10(1  greuiis  of  ri?eiely-t(i-i?ed 
chociileile?  piideling  (ID  101H;I  in  the?  U.SH.A  Nedieinal 
Nulrii?id  Dedalieise?  lor  .Slemdeiiel  Ki?li?n?ni:i?,  ri?h?<is(? 
24)  ceinleiins  142  i:ideini?.s  anel  17.17  greinis  of  leiled 
sugar.  Hy  weiight.  this  pr(idui:t  is  17.17  |ii?rc(?nl 
sugar.  w(?ll  und(?r  the?  pr()|iiis(?el  rulei's  :i5  pi?rc(?nt  liv 
weight  slaiidai'd.  Hut  17.17  grams  ul  sugar  heivi?  05 
caleirieis  (at  3.8  i:ed(irie?s  p(?rgreuii).  'I'hal  is  40  pi?ri:i?nl 
of  tin?  142  Idlal  cediiri(?s  in  this  |irodue:t.  ei  llgure?  tiled 
(?xc(?i?ds  till?  prnpiised  rule's  ;15  percent  of  ceihiri(?s 
steuideird  [hllp://ndh.ii<il.iisd(t.‘’<)v/]. 

■^Lertain  vari(?lii?s  eif  trail  mix.  greunila  liars,  anel 
whole  grain  i:iiokies  someitinies  fall  into  this  group. 
Two  exeuiiples  freim  the?  U.SHA's  National  Nulrii?nt 
Dataliase  for  .Steinelarel  Referenia?  (rehi.ase  24)  are 
proelue:!  IDs  25050  (e:heK:oleite  e:oated  granola  liar) 
anel  185:i:i  (ie:eel  oatmeal  eeeiokie). 


L 
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tills  liniilalidn  may  lid  llial  schools  will 
ajiprovo  low  conpiotitivo  ibods  lor  salt;  on  llu; 
basis  of  ihoir  calcium,  potassium,  vitamin  D. 
or  dietary  liber  conl(;nt  alone.  In  an  elldrt  to 
exclude  it(;ms  that  acbievt;  lar<>el(;d  lev(;ls  ol 
lb(;s(;  nutri(;nls  tbrouf'b  non-ldod 
lortil'ication.  schools  may  disallow  any  it(;m 
with  non-ldod  sources  ol  lb(;se  nutri(;nts 
unless  they  iilso  satislv  out;  ol  the  iirojiosed 
rule’s  Idod  {>roup  re(pnr(;ments  or  otb(;r 
exemptions.  A  jiossible  const;(]ueni:e  is  that 
the  pro])osed  rub;  will  not  contribute  as 
(;Hectiv(;ly  as  intend(;d  to  increasing  stud(;nt 
intake  ol  these  nutri(;nts  of  concern. 

It  is  unclear  bow  cost  might  inpiact  the  mix 
of  comp(;titive  foods  offer(;d  for  sale  under 
tb(;se  alt(;rnate  jirovisions.  If  fortification 
with  non-food  sources  of  calcium,  jiotassium. 
vitamin  D.  or  dietary  fiber  is  an  in(;xp(;n.sive 
way  for  manufactur(;rs  to  gain  access  to  the; 
.school  conpietitive  food  market,  then  a  rule 
that  allows  ntm-food  fortification  mav 
increase  the  varietv  and  lower  the  cost  of 
competitive  food  products  available  to 
students.  At  the  saint;  time;.  int;x]jt;nsivt; 
ft)rtifit;tl  snacks  <mtl  bt;\’t;ragt;s  mav  crowd  out 
wboh;  grains,  fruits.  vt;gt;tahlt;s.  and  dairv 
protiutls. 

(i.  Allowable  lievoraga  Sizes  in  High  Schools 

'I’bt;  ]nt)]K)st;tl  rub;  would  allow  ])bun 
watt;r.  milk,  nutritionally  f;tpiivab;nl  milk 
iiltt;rnativt;s.  iintl  ]()l)  pt;rt;t;nl  fruit  or 
vt;gt;tabb;  juit:e  to  be  sold  to  t;b;mt;ntary. 
initldb;,  and  bigb  stdiool  students  outsiib;  of 


tbe  mt;<il  .st;rvit:i;  :irt;ii  In  addition  to  these, 
tlu;  propt)st;d  rule  would  allow  stliools  to 
make;  t:t;rtain  t;alorit;  frt;t;  and  low  caloric; 
hc;vt;ragt;s  availahb;  to  high  sc.hool  stutb;nts. 
("C^alorit;  fr(;t;"  and  “low  t::ilorit;''  art;  l-'DA 
stiindiirds.^")  At  tin;  high  school  b;v(;l,  the 
proi)t)st;d  rub;  would  limit  all  t:ab)rit;  frt;t; 
bt;vi;ragt;s  to  21)  fluid  ount;t;s  ;mtl  low  t:iib)rit; 
bt;\  i;ragt;.s  to  12  fluid  ount:t;  t;t)ntaint;rs.  The; 
proposed  rub;  plat:t;s  no  size  limit  on 
t'.t)ntaini;rs  of  pbiin  watt;r. 

II.  Low  Calorie  Beverages 

'rhe  pro|)os(;tl  rub;'s  alti;rniitivt;  caloric; 
limit  for  bt;vt;ragt;s  for  high  stliool  students 
would  pt;rmit  up  to  t;ithi;r  40  t:ab)rit;s  |)t;r  H 
fl  oz  serving  (and  00  t:alorit;s  pt;r  12  11  oz)  or 
.50  t:ab)rit;s  i)(;r  8  fl  oz  .st;rving  (and  75  t:ah)rit;s 
lJi;r  12  fl  oz).  Tlu;  higher  50  caloric;  limit 
would  pt;rinil  the  sab;  of  some  national  brand 
sjiorts  drinks  in  their  standard  formulas.'” 
The;  lower  40  caloric;  limit  would  onlv  allow 
the  sab;  of  rt;tlut:t;tl-c:ab)rit;  vt;rsic)ns  of  those; 
drinks.  The  50  tialorie  alternative  would  o])t;n 
the;  door  to  a  class  of  c:c)ini)c;titivc;  bt;vt;ragt;s 
with  grt;at  market  strt;ngth  and  e:onsumc;r 
aiipeal.  Sut:h  a  cdiange;  might  generate 
significamt  n;ve;nuc;  for  stdiools  and  stutb;nt 
groups. 

lOM  s|)c;t:ific:ally  t;xc;lutb;s  sports  drinks 
from  both  its  Tit;r  1  and  Tie;r  2  lists  of 
bt;vt;ragt;s.  I  lowt;vt;r.  lOM  do(;s  re;e:ognizt; 
tht;ir  value;  for  stutb;nt  athb;tt;s  t;ngagt;el  in 
])rob)ngt;d  |)hysit:al  activity  for  "facnlitating 
hydration,  providing  c;nt;rgv.  and  rc;plac;ing 


elet.trolytes”  (lOM.  2007a,  p.  11).  In  these; 
limilt;d  c;irt:umstant:t;s.  lOM  would  endorse 
the  detdsion  of  an  athb;tit:  t:oac:h  to  make; 
such  drinks  available;. 

/.  Caffeinaled  Beverages 

(;c)nsiste;nl  with  lOM  rc;c:ommc;nclatic)ns. 
the;  propo.sc;cl  rub;  rc;cpurc;s  that  bc;vc;ragc;s 
sc;rvc;d  to  c;b;mc;ntary  and  middle;  school 
stucb;nts  be  c;affc;inc;  frc;c;  or  inedude  onlv 
small  amounts  of  naturalh'  oc:c:urring 
c:afb;inc;.  The;  propose;cl  rule,  however.  doc;.s 
not  reslricd  caffc;inatc;cl  |)roduc:ts  for  high 
scdiool  students,  whicdi  is  a  cb;|)arturc;  from 
the;  lOM  guicb;linc;s.  I'he  Dc;|)artmc;nt  invitc;s 
cxnnments  on  iirovicling  the;  c;xc:c;i)tion  for 
high  sc.hool  stucb;nts. 

V.  Accounting  Stalc;nii;nl 

As  rc;cpnrc;d  by  ()M8  (]irc:ular  A-4,  we;  have 
pre;])arc;cl  an  ac:counting  statement  showing 
the  annualized  c;slimate;s  of  bc;nc;fits,  i:osts 
and  transfers  assoedated  with  the  provisions 
of  this  ]jropc)sc;d  rub;.''”  As  discussed 
throughout  this  impact  analysis,  availahb; 
data  do  not  allow  us  to  cb;vc;loi)  point 
c;stimat(;s  of  c:c)m]ic;litivc;  food  or  reimbursable 
meal  rc;vc;nuc;  c;ffc;c;ts  with  anv  c:c;rtaintv.  For 
this  rc;ason.  the  only  dollar  figurc;s  prc;sc;ntc;d 
in  the;  accxmnting  .statc;mc;nl  arc;  those; 
assoc:iatc;cl  with  Table  tl's  State;  eigenc.v,  LEA. 
and  se:hoe)l-b;ve;l  re;ce)relke;e;ping  e:osts. 

The;  ae:c;ounting  stiite;me;nt's  cost  figure;s  eire; 
e;epial  to  the;  annualize;d.  dise:ount(;d  sum  of 
the;  e;stimatc;el  exist  stre;am  from  Table  5: 


Fiscal  year  ($  millions) 

2014 

2015 

2016 

2017 

2018 

Total 

1 

Total  projected  nominal  cost  of  final  rule  . 

$23.9 

$24.7 

$25.5 

$26.3 

$27.2 

$127.6 

Applying  7  and  tl  i)e;re:e;nl  disexiimt  rate;s  to 
this  nominal  exist  stream  gives  pre;se;nt  values 
(in  2t)1 2  dollars): 


($  millions) 

2014 

2015 

2016 

2017 

2018 

Total 

Total  cost  (present  value,  7%  discount  rate) . 

$20.9 

$20.1 

$19.5 

$18.8 

$18.1 

$97.4 

Total  cost  (present  value,  3%  discount  rate) . 

22.5 

22.6 

22.7 

22.7 

22.8 

113.3 

'■"“(iabirie;  freie;"  may  lie;  iis(;el  on  a  lain;!  lor  foods 
with  f(;\v(;r  Ilian  .5  e:alorie;s  pe;r  "reifereinex;  amount 
exislomaril  v  e:onsume;el."  Foods  may  lie;  labelled 
"low  eialorii;"  if  thev  e:einlinn  no  more  than  40 


c:alorii;s  peir  ie;li;renex;  amonni  exislomiirilv 
i:onsumeel  (21  (IFK  101  .(>0(li)). 

Nutrition  bilieils  on  preiclni:t  \Ve;li  sileis  for  both 
(iateirade  and  Powerade;  sbow  .50  calories  peer  0  fl 
oz  seirving. 


“"OMH  Cirexdar  A-4  is  aviiibibb;  at 
www.wliilehfHise.g()v/sitos/d([faull/fil(!s/(imh/iissels/ 
ivgiilalnrx’jiuillers  julf/a-i.inlf. 

Tbe  Excel  lornuibi  for  this  is  l'MT(riite.  # 
periods.  I’V.  0.  1 ). 
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riu!  aiiniiali/(Hi  vahu;s  in  I'Y  2012  ilollais 
of  lhc!S(!  (liscoiiiitiui  cost  slrtianis  an; 

(:oiii|nil(ul  witli  llio  lollowin”  lorniula.  wluin; 
I’V  is  tlu;  (liscoiinliuf  prosoni  valiu;  of  I  hi;  cost 
stream  {.S07.4  in  the  illustration),  /  is  the 
discount  rate;  (7  |)(!rc(mt).  and  n  is  the  ninnhiM' 
ol  vears  h(!Vond  l•'Y  2012  ((i).”' 


rv  - 


1- 


(1 +/)<"- 


+ 


1 


97.4 


(]  +  0.0lf' 

0.07 


Benefits 

Outcome 

scenario 

Estimate 

Year  dollar 

Discount  rate 

Period  covered 

Annualized  Monetized  (Smillions/year)  . 

n.a. 

n.a. 

n.a. 

n.a. 

FY  2014-2017. 

Qualitative:  The  rule  will  ensure  that  all  foods  sold  to  children  in  school  during  the  school  day  will  meet  macronutrient  and  food  group  standards 
that  are  consistent  with  a  healthy  diet  and  are  based  on  current  nutrition  science.  The  proposed  rule  will  encourage  the  consumption  of  foods 
such  as  whole  grains,  fruit,  vegetables,  and  dairy  products  that  are  low  in  fat  and  added  sugar.  By  allowing  only  the  sale  of  competitive  foods 
that  comply  with  Dietary  Guidelines  recommendations,  this  proposed  rule  aims  to  promote  healthy  eating  habits. 


Quantitative:  SFA  and  State  educational  agency  administrative  expenses  to  comply  with  the  rule’s  reporting  and  recordkeeping  requirements. 


Annualized  Monetized  (Smillions/year)  . 

1-4 

$19.1 

2012 

7% 

FY  2014-2017. 

$20.3 

2012 

3% 

Qualitative:  The  changes  in  competitive  foods  offered  by  schools  will  likely  result  in  changes  in  student  expenditures  on  competitive  foods  (sold 
by  SFAs  and  non-SFA  school  groups).  It  will  also  change  the  extent  to  which  students  purchase  and  consume  reimbursable  school  meals,  re¬ 
sulting  in  changes  in  amounts  transferred  from  students  to  school  food  authorities,  and  from  USDA  to  school  food  authorities,  for  reduced 
price  and  paid  meals.  We  have  modeled  a  number  of  potential  scenarios  based  on  available  data  to  assess  impacts  of  competitive  food 
standards  on  overall  school  food  revenue.  While  they  vary  widely,  each  scenario’s  estimated  impact  is  relatively  small  (-rO.4  percent  to  -0.7 
percent).  The  data  are  insufficient  to  assess  the  frequency  or  probability  of  schools  experiencing  any  specific  level  of  impact. 
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I’itle  3 —  Presidential  Determination  No.  2013-04  of  January  29,  2013 

The  President  Unexpected  Urgent  Retiigee  and  Migration  Needs  Relating  to 

Syria 


Memorandum  for  llie  Secretary  of  State 

13y  the  authority  vested  in  me  as  President  by  the  (Constitution  and  the 
laws  of  the  United  States,  including  section  2(cKl)  of  the  Migration  and 
Refugee  Assistance  Act  of  1962  (the  “Act”),  os  amended  (22  LJ.S.C3. 
2601(c)(1)),  I  hereby  determine,  pursuant  to  section  2(c)(1)  of  the  Act,  that 
it  is  important  to  the  national  interest  to  furnish  assistance  under  the  Act, 
in  an  amount  not  to  exceed  SI 5  million  from  the  United  States  Emergency 
Refugee  and  Migration  Assistance  Fund,  for  the  purpose  of  meeting  unex- 
jjected  urgent  refugee  and  migration  needs,  including  by  contributions  to 
international,  governmental,  and  nongovernmental  organizations  and  pay¬ 
ment  of  administrative  expenses  of  the  Bureau  of  Population,  Refugees, 
aud  Migration  of  the  Department  of  State,  resulting  from  the  crisis  in  Syria. 

You  are  authorized  and  directed  to  publish  this  memorandum  in  the  Federal 
Ilegister. 


THE  WHITE  HOUSE, 
Washington,  January  29,  2013. 


|FR  Uoc.  201:1-0:1 108 
Fillid  2-7-i:i;  ICl.'j  ain| 
Hilliiif;  code  -1710-10 
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Presidential  Documents 


Memorandum  of  )amiary  81,  2018 

Delegation  of  Authority  To  Suspend  the  Provisions  of  Title 
111  of  the  Cuban  Liberty  and  Democratic  Solidarity 
(LIBERTAD)  Act  of  1996 

Memorandum  for  the  Secretary  of  State 

by  the  authority  vested  in  me  as  President  l)y  tlie  (-onstitution  and  the 
laws  of  tlie  United  States  of  America,  including  section  801  of  title  8  of 
the  United  States  (]ode,  1  hereby  delegate  to  you  the  authority  to  suspend 
the  provisions  of  title  111  of  the  Cuban  Lihertv  and  Democratic  Solidaritv 
(LIBERTAD)  Act  of  1990  (Public  Law  104-114;  22  U.S.C.  0021-0091),  as 
authorized  by  section  800(c)(2)  of  the  Act. 

You  are  authorized  and  directed  to  publish  this  memorandum  in  the  Federal 
Hegister. 


'fHE  WHITE  HCUSE, 
Washington,  Janaary  31,  2013. 
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